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ABSTRACT 

The text of a Senate hearing called to review federal 
efforts combating acquired immune deficiency syndrome (AIDS) is 
presented in this document. Opening statements reviewing the AIDS 
crisis are given by Senators Edward Kennedy and Lowell Weicker, Jr. 
Prepared statements »re included by Senators Orrin Hatch and Ted 
Stevens. David Baltimore and Sheldon Wolff, co-chairs of the 
Committee on a National Strategy for AIDS, National Academy of 
Sciences, discuss findings and highlights from their recent report, 
"Confronting AIDS," make recommendations to deal with the problems 
posed by the AIDS epidemic, and stress the need for public education. 
Witnesses focusing on the development cf an AIDS vaccine include: (1) 
Anthony Fauci, coordinator of AIDS research at the National 
Institutes of Health; (2) David Martin, Jr., Genentech, Inc.; and (3) 
Samuel Katz, professor at Duke University School of Medicine and 
member of the Institute of Medicine Panel on Vaccine Development. 
Jonathan Mann, director of the Special Program on AIDS, World Health 
Organization, discusses AIDS as a global health problem. Robert 
Windom, Assistant Secretary for Health, Department of Health and 
Human Services, and C. Everett Koop, United States Surgeon General, 
provide au update on federal information and education initiatives to 
prevent and control the spread of AID^. The Surgeon General's Report 
on Acquired Immune Deficiency Syndrome** is included. (NB) 
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THURSDAY, JANUARY 15. 1987 

U.S. Senate, 
Ck)MMnTEE ON Labor and Human Resouhces, 

Washington, DC. 

oT?Von^?*P^***S P""»«"t to notice at 10:02 a.m., in Room 
SD-430, Dirkaen Senate Office Building, Senator Edward M. Kenne- 
dy (Chairman of the Committee) presiding. 

Present: Senators Kennedy, Weicker, Metzenbaum, Simon, Thur- 
mond, and Adams. 

OrZNING STATEMENT OF SENATOR KENNEDY 
The Chairman We will come to order. 

TTie AIDS epidemic is likely to continue to plague the nation 
well mto ihe next decade and even into the next century. The 
number of people infected is staggering and it will continue to esca- 
late. 

The magnitude of this scourge, which has been caUed a possible 
catastrophe and a health disaster of pandemic proportion, may 
Lnhi^IJ^ any disease in this century and possibly any disease 

AIDS is a crisis for industrial and developing countries alike. We 
know that fiv^ to ten million people throughout the world are al- 
ready mfectod, of whom one to two million live in the United 

ot&t6S. 

Within five years, there may be between 50 to 100 million people 
worldwide infected with the virus. Approximately five to ten mil- 
lion of them will be Americans. These unthinkable numbers and 
the equally alarming projections by the PubHc Health Service are 
convmcing evidence that no sector of our society is safe rom crisis 

Families, schools, businesses, recreational institutions, govern- 
ments at every level are all being forced to confront the dUemmas, 
distress and even the hysteria provoked by AIDS 

From a local perspective, the number of cities and States with 
significant numbers of new cases increased at unprecedented levels 
over th-^ last year. There are now 14 U.S. cities with more than 300 
active cases of AIDS. There are 27 States with more than 100 
active cases. 

In five years, we will have approximately 270,000 people with 
active cases in the United States. Unless a cure is foundTevery one 
ot these Americans will die. These numbers should convince us 
that all-out action is necessary. We must do as much as we can to 
halt the spread of AIDS and find the means to prevent it and cure 

(1) 
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Over the past year, awareness and concern have increased dra- 
matically in the Congress and throughout the country. A number 
of experts who are at the leading edge of the fight against AIDS 
are witii us today as witnesses. 

Duiing 1986, several eminent institutions joined the effort to pro- 
vide the leadership required to control and ultimately conquer this 
disei^. Our witnesses this morning include the Sui^eon General, 
the ikyCbaiiB of the National Academy of Science Panel on AIDS, 
the AIDS Coordinator of the World Health Org . .ion and the 
National Institutes of Health, prominent represen ves of indus- 
try, and distinguished researchers. 

Most Americans were surprised to learn a few years ago that 
vaccine testing had already begun in the African country of Zaixe. 
Some ivsearchers have expressed concern about the nature of that 
vaccine and how it is bemg tested. 

In this oountrv^teoting may begin within a year on one or possi- 
ble additional AIDS vaccines. Yet, there are many questions which 
must be answered before a vaccine becomes safe, usable, and gener- 
ally available. 

Other questions are equally presnng. Are we moving drugs that 
offer the potential of a cure into clinical trials quickly enough? Is 
our national research effort large enough and targeted for maxi- 
mum effectiveness? 

In the meantime, those who are infected need compassion, sup- 
port, and the hope of a cure. Those who are at risk of infection 
need counseling and education, and all of us need the conunitment 
and the discipline to continue to give this crisis our highest pnority 
and to provide resources and national leadership conmiensurate 
with that priority. 

Lowell, do you want to make a statement? 

Senator Wuckkr. Thank you verv much, Mr. Chairman. I want 
to coDunend you for holding what I hope is one of man^ hearings 
in this Conmiittee concerning Acquired Immune Deficiency S3m- 
drome. 

As AIDS continues to spread in epidemic proportions, it is essen- 
tial to continually evaluate both the current battle against AIDS 
and the fight on behalf of the estimated 270,000 people wbo will 
have AIDS in 1991. 

All of these efforts will cost money, and I was pleased to see the 
President did request some additional funding for AIDS research 
and other AIDS-related programs in his FY '88 budget. 

However, while the President proposed a small increase for AIDS 
research, he also proposed a large cut in the funds for basic bio- 
medical research. Sucn action reveals a total lack of understanding 
of what is needed to fie^t the diseases we know about and to be 
able to respond to new diseases that give us little or no warning 
before they appear. 

I think most of my friends in the medical commimitv would 
agree that the speed with which we identified and cloned the AIDS 
virus was due in large measure to the basic research funding that 
has preceded such &covery; that, indeed, it did not happen be- 
cause all of a sudden we wanted to go ahead and discover the AIDS 
virus and pin all of our money and our hope on that. But because 
of a consistent, long-term funding for basic research, blo-medical 
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research, we were able when the crisis hit to take care of that 
matter with alacrity. 

Additional funding for AIDS is ^^sential, bat at the same time 
we must maint^ain the basic research efforts that make possible so 
much of what modem medical science can do. We cannot sacrifice 
one for the other; we need both. 

The President talks so often about being prepared and building 
up budgets and arsenals in case there is a war. These preparations 
are made to fight against the possibility of danger to the Nation. 

But with AIDS we know there are deaths and there will be more 
deaths. The Public Health Service -^imates that by the end of 
1991, there will have been a cumu^ .ve total of more than 179,000 
deaths from AIDS in the United States, with 54,000 of those occur- 
ring in 1991 alone. 

Thousands of people continue to die each year from cancer and 
heart disease and Alzheimer's, and yet the President would propose 
a retreat from the dollars that are most needed to find treatments 
and cures for those diseases. 

In this hundredth anniversary year of the National Institutes of 
Health, the world's premiere center of health research, we must 
recognize NIH is also a vital outpost of national security. Assuring 
this security requires that research and treatment efforts be sup- 
ported broadly. 

No one would suggest the Nation needs only a navy or an army 
for the national defense and, li&ew'se, the pluralistic efforts of 
health research in the Nation must be maintain^. 

Thank you, Mr. Chairman. 

The Chaducan. Thank you very much. Senator Weicker, for your 
comments. 

We welcome the Assistant Secretary for Health, Mr. Windom, 
and we are glad to have him appear before our Committee, and the 
Surgeon General, to have him back before this Committee. He has 
produced a very excellent report on this issue previously aiul I 
think has really demonstrated very significant and important lead- 
ership for our country, and I commend you. Dr. Koop. We look for- 
ward to your testimony. 

Dr. Windom. 

STATEMENT OF ROBERT E. WINDOM, M.D„ ASSISTANT SECRE- 
TARY FOR HEALTH, DEPARTMENT OF HEALTH AND HUMAN 
SERVICES, WASHINGTON, DC; AND C. EVERETT KOOP, M.D., 
SURGEON GENERAL, U.S. PUBLIC HEALTH SERVICE, WASHING- 
TON, DC 

Dr. Windom. Thank you, Mr. Chairman, and Senator Weicker. 
We appreciate this opportunity to a before you today to 
update you on our information and education initiatives to prevent 
and control the spread of AIDS. 

The war on this devastating disease continues to be the Depart- 
ment's number one health priority. I am pleaded to announce that 
the President's fiscal year 1988 budget contains a 28-percent in- 
crease for Public Health Service AIDS activities, bringing the total 
to slightly more than half a billion dollars. 



ERIC 



7 



4 

To date, more than 29,000 AIDS cases have been reported in this 
country^ with some 16,5CK) deaths. We estimate that 1 to 1.5 million 
more Americans are infected by the AIDS virus and can spread it 
to others even thouf^ th^ may currently show no signs of disease. 

Present data indicate that at least 20 to 30 percent of these per- 
sons can be expected to develop AIDS itself within the next five 
years. 

Heartening, indeed unprecedented progress has been made in re- 
search on ASD8, including identification of the AIDS virus, ensur- 
ing protection df the blood supply and hemophiliacs, identification 
of drugs of promise and Utiation of clinical trials, and develop- 
ment d[ public health guidelines. Still, we have no cure, and gener- 
al avaikdnlity of an dSective AIDS vaccine is still some years in 
the future. 

AIDS, it is clear, will remain a serious problem for the Nation 
for years to come. Indeed, in June 1986, the report of the Public 
Health Service Coolfont Planning Conference projected that by the 
end of 1991, the total of AIDS cases will have exceeded 270,000, 
with more than 179,000 deaths. 

In the absence of a cure or a vaccine, our best hopes today for 
stemming the spread of AIDS lie in ensuring that cdl Americans 
know the ways the AIDS virus is transmitted and the practical 
steps that they can take to protect themselves or, if they are al- 
ready infected, to avoid roreading the virus to others. 

From the beginning of the AEDS epidemic, as fast as knowledge 
about the disease was generated, the Public Health Service, in col- 
laboration with non-federal experts and conununity leaders, devel- 
oped and disseminated guidelines on AIDS to health professionals 
and the public. 

Indeed, the 22 sets of Public Health Service guidelines that have 
been issued to date have formed a basis of AUyS information and 
educati<m efforts in both the public and private sectors. Through 
granis, cooperative agreements and technical assistance, the Public 
Health Service has helped initiate and strengthen AIDS informa- 
tion, health education, and risk reduction programs in States, cities 
and local communities. 

The Public Health Service toll-free AIDS hotline, which has been 
in operation since Jtily cdT 1983, provides 24-hour-a-day service to 
callers frtnn all over the Nation when they dial 1-800-342-AIDS. 

The Public Health Service has also prepeured and disseminated a 
variety of AIDS videotapes, fact sheets, pamphlets, and other male- 
rials targeted to population groups at special risk of infection, and 
to health caro workers, emergency personnel, and the general 
public. 

PHS is currently cooperatingwith the American Red Cross in a 
mass media canmaign on AIDS that includes public service an- 
nouncements, AIDS leaflets and posters. 

Among other efforts, PHS has sponsored numerous national and 
regional conferences and workshops on AIDS to provide needed in- 
formation about the disease to heiedth care workers and State and 
local health officialB. 

The agency also sponsored the first International Conference on 
AIDS in April of 1985, cotponsored the second International Con- 
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ference in June of 1986, and wUl sponsor the third, to be held here 
in Washington this coming June. 

aJSJT^ current fiscal year, PHS is devoting $79.5 miliion to 
AIDS information, education and risk reduction programs, and the 
Pr^ident's budget proposes increasing this amount to $104 million 
m fiscal year 1988. 

This year, PHS is implementing a detailed and comprehensive 
new public information and education plan, incorporating ip'*'a- 
tives to be carried out by all relevant Public Health Service agen- 
cies. The Centers for Disease Control had the lead responsibility 
within PHS for carrying out this plan. 

Under the plan, the Public Health Service will continue and 
expand the activities I have aheady outlined, and will undertake 
important new projects that are being developed. Efforts will target 
all segments of the general public— school and college-age Ameri- 
cans who represent the potential next generation of AIDS victims, 
persons now infected or at increased risk of infection, and health 
care providers. 

Supplementing this plan are the efforts of the Alcohol, Drug 
Abuse, and Mental Health Administration to prevent the spread of 
AIDS among intravenous drugs abusers. AIDS infection among IV 
drug abusers represents a primary source of spread to heterosex- 
uals, leading to perinatal infection and serving as a particular 
problem for minority populations. 

Successful execution of the PHS plan will require action from 
and cooperation among State, county and municipal governments, 
professional and service organizations, the private sector, and other 
departments of the federal government. 

We expect that non-federal entities, applying their own resources 
and ingenuity, will build upon and further disseminate the materi- 
als and mformation developed through federal dollars, thereby cre- 
ating a multiplier effect. 

An important boost to AIDS information efforts was provided 
last October by publication of the Public Health Service Surgeon 
General's Report on AIDS to the American public. The Public 
Health Service has undertaken extensive dissemination of this 
report, v/hich has also been reprinted in full in a number of outside 
publications. 

I want to take this opportunity to introduce to you Dr. C. Everett 
Koop, who gave that report and who v'orks with us in our Public 
Health Service, as we lead this effort on AIDS education. Having 
jost recovered from very serious surgery, he is back in full duty 
again. 

The Chairman. Dr. Koop. 

Dr. Koop. Mr. Chairman, in February of 1986 during a visit to 
the Department of Health and Human Services, President Reagan 
asked me to report to him and to the American people on just what 
the AIDS threat was all about. 

Although the United States Public Health Service and other 
public and private organizations had been disseminating current 
and accurate information about AIDS, there was still munh misin- 
formation circulating about the disease and the people at high risk. 
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The greatest human fear is fear of the unknown. Therefore, the 
President directed me to lay before the American people every- 
thing that was known, and to do that in plain English, 

From that day on, barely a day went by over the next eight 
months that I was not involved in that assignment in some way. I 
was sure that an objective report on the healUi and medical aspects 
of AIDS could be produced, despite the presence of many sensitive 
and controversial issues. ^ 

I also consciously tried to make sure that the Surgeon General's 
Report on AIDS did not merely reflect my own or any single per- 
son's values, opinions or prejudices. To that end, I made the maxi- 
mum possible effort to secure the advice and counsel from a broad * 
spectrum of concerned individuals and organizations. 

I consulted with the best medical and scientific experts available 
from within and outside the government, but I also met with lead- 
ers of many organizations concerned with Uie health, education 
and social well-being of the American people. I wanted to hear 
what they, too, had to say about the threat of the AIDS virus. 

The response to my reqfiests, I think, has been nothing short of 
extraordinary. For example, Mrs. Ann Kahn, the President of the 
National Parent Teachers Association, wrote to tell me that she 
and her colleagues benefited greatly from our meeting, and went 
on to say that she would be happy to share a copy of our report 
witfi 25,000 local PTA units. 

And then President Mary Hatwood Futrell of the National Edu- 
cation Association told me she had ordered 3,000 copies of the 
report for distribution to national education leaders. 

After I met with Larry Braidfoot and his colleagues from the 
Christian Life Commission of the Southern Baptist Convention, the 
largest Protestant denomination, he said the'^meeting had been 
very helpful in catalyzing within their group a focus for a growing 
concern about the problem and its threat to our society and its 
families. 

Finally, after a joint consultation on AIDS with the Synagogue 
Council of America, Rabbi Henry Michelman assured me that the 
Council wished to cooperate with me in every way possible. 

Those are just a few examples, Mr. Chairman, that I could offer, 
but I have attached to the concluding page of my statement a list 
of all 26 orgsnizations with which I worked. 

Finally, when it came to the actual writing, for which I personal- 
ly take fall responsibility, I tried to bo as sensitive as possible to « 
certain feelings that had been sluired with me by many of those 
same individuals and organizations, yet not be so sensitive as to 
prejudice the objective information in any way. 

Thanks to the contribution of many, I was able to produce a * 
report which I believe reflects a wide range of experience with this 
disease and with many of the key issues that lurround it. 
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«ni rJ^lf^ V E'JKl'sh a" the most up-t<Hlate, pertinent 

and factual mfomation that the American people need to protect 
themselves and their loved ones from the spread of AIDS 

vutS^ ,°^'^"P^ this past September. I presented it to 

S.un^n nn T?^°'"''.^'"p^ °^**'',^^*^ to the Cabinet 

UDuncil on Domestic Policy, and they accepted my report without 
change and sent t on to the President, and I woufd liK toTuE 
a copy of this for the record, sir. 
[The following material was received for the record:] 



ERIC 



8 



Acquired 
Immune 
Dehciency 
Syndrome 




us DapwtRMnt of HMilh 
and Human Ssrrtett 



This IS a repoa from ihe Sufgeon General of the 
L S PuhbcHcakn Serviceroihc people of ihe 
L nued Sates on AIDS Acquired Inunune Defiaena 
S\TidrorT>e •« jn epidemic that has alreadv kiDed 
thousands of people, mostly )Oung. productnv 
Americans I n additKXi to iDne&s, disabibtv. and 
death AIC^ has biou^t fear loihe hearts of most 
Americans - kar of disease and fnr of the unknown 
Inittal reponi ng of AIDS occurred m the Lniied 
5iate> but AIDS and the spread of the AIDS Nirus 
IS an miemational problem This report fxuses on 
Dre\ entKjn ihat cobld be appbed m all countries 
M\ report v» lU infcKm «)u about AIDS. how. n is 
transmuted the reLime nsks of mtecuon and h«jvv 
to pre\ eni it It '^viU help vou undeistand your fears. 
Fear can be useful when ti helps people avioid behav 
lor that puL*. them at nsk for AJ'^S. On the ©"Jie"" 
h mil iinrt .ivmuhkr fear can he as cnppbnji as the 
disf a.-.<r iLsclf If \ ou arc ojnicipating m jamtifs that 
could expose \()u to the AIDS ^ irus this report could 
s3\e\ourhff 
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In prepanng (his repon. I tonsui.ed pith the 
best medkaJ and sacnuflc experts this country can 
olfcr I met wth leaders ororganizatx^ns concen»ed 
with heakh, cducatKXi, and other aspects of our 
scxirty lo gain their views of the problems astoctated 
wthAJDS Theinfc>rnuuonui this report is current 
andiimel> 

This report was wnnen persoiiallvb)' me lopnTvide 
the necessar> undemanding of AIDS 

The vast ma|ont>' of AmcncanA arc agunsi ilbai 
drtigs As a heahh officer I am opposed to the u^ , 
illiai drugs A-, a practicing phvrician for more rhan 
fcxt> >'eai5, 1 have sei^n the dc\»uuon that follows 
the use of Ukit drugs -addiction, poor health, Cam 
ily disniption, emotional distuibances and death 
I applaud the Prcsideni''; initiative to nd this nation 
ofthe curse ofiDiat drug use and addiction The 
success o f h s imuatKr is c. .-a] to the heahh of 
the AmerKan people and will also help rtxJuce i he- 
number of persons exposed to the AIDS \irus 

jome Amencans have difficulties in dealing with 
the subiects of sex, sexual practices and alternate 
lifest>ies Man> Amencans are opposed to homo 
sexuality-, promiscuity of any kind, and prostitutk',n 
This report must deal wiin all of these issues, but 
does so with the intent that infcmttion and cduca 
tion can change 'ndn-idual behavior, since aiis is the 
pnrmry wa>* to stop the epidemic of AJDS Thks 
repon deat with the positive and negative a)nse 
quences of acmities and behaviors 6xim a heahh 
and medical mmi of \ic^ 

Ad(i|escenLs and pre adolescents are ihcxse wiiose 
behjvior we wish to especialK influence bec3"se 
of th^'ir \Tjlnenihilit> when they are explonng their 
(jwn se\ualit\ (heten>sexual ^d homosexual and 
perhaps expenmennng with drugs Teenager* often 
consider themsehe^ immt)rtal, and these \T)ung 
pe(^plL* m j\ he puP n.^' seK es at great nsk 



Edu< -^'lon about AIDS should star in early ele 
men* schol aiid at hon^e so that children can 
P ''ing the behavior to avT)id to pn Kcct 

^"ncxDO'uretotheAlDS\mjs The 
^rai.pnyvidean opportunity for par 
'Ilstllllnthrnr''^ Idren their own moral and 
ethical s» mdandr. 

Those of us p > are parents, educators and com 
munitv leaders •'"deed all adults, cannot disregard 
this responsibil- to educate our >T)ung The need 
IS cntical anc »ne pnce o^^ neglect is high The li\es 
ofour \t)ung pw^le depend on our ftilfilbng our 
responsibility 

AIDS IS an infeaious disease It is aintagious 
but It c?nnot be ^read in the same manner as a 
common cokl or measles or chicken pox It is con 
ugious in the same way that sexually transmitted 
diseases such as svphilis and gonorrhea, are conta 
gious AIDS can also be spread through the shonng 
of intnnenous dnig needk's and SMingcs used k>T 
injecting ilbat drugs 

AIDSls nctf-^read by common evervdav contact 
but hv sexual contaa ( penis v-agina, penis reaum 
mouth reaum, mouth \-agina, mouth penis) Yet 
thereLsgreatmis""'^ "standingi ingin 
unfounded ferar that AIDS can be spn?ad by casual 
non sexual c(.)ntaa The first cases of AIDS were 
reported in this wuntry in 1981 We wouU know 
by now if AJDS were passed b\ casual, non sexual 
omuct 

T(xla\ those practicing higli nsk behavior who 
oeajme infewed with the AIDS virus are found mainh 
among homosexual and bist'xual men and male- and 
fcinaie intrav t-nous drug users Helen )sexual tnins 
mivsion IS expected to acLount for an increasing 
proportK )n o f I hose w ho bee o mt in fected with the 
M\)S vinis in the future 
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Ai ihe beginning of the AIDS epidemic mam 
/jncncaivs had bnic sxTiipaiJn for people ^ith AIDS 
Tlie fctling thai somehow people finom certain 
gxxwps descntd' their illness. Let us pui ihosc 
ftfciings behind us W e are fighting a disease, not 
people Those n-ho are alreadK affliaed are sick 
people and need our care as do all sick patients 
The counin must bee this epidemic as a umfied 
vxHr!\ >X e must prr rni the spread of AIDS while at 
the same tune piesen-ing our hiimanic\ and iminiao 

AIDSisa bfe threatening disease andamaror pub 
be health issue Its tmpaa on our soaetx' is and ^iD 
conunue to be de\-asuung Bv the eiKl of 1991 , an 
estimated 2^0 000 cases of AIDS uiU ha\-e occurred 
vMth IT 000 deaths within the decade smcc the 
disease tvas firs recognized In the war 1991, an 
estimated l-*5 000 paucnts tviih .MPS wiU need health 
and suppc^w senKes at a total cost of bera«cn S8 
and $16 billion Howe\er AIDS is pre\wtable It can 
be ainiroUed bv changes in person J belianor It is 
the responsibiLn ofevtrrv aiizen to be informed 
;dx>ut AIC* and to exerase the appropnaie prrvwi 
tt\ c measures This report mil tell \ou hew 

T!ic spread ^ I \1D"» can and must be Mopvied 




C E\tTenk«jp 'ID V O 
Swiyron General 



( 



ERIC 



14 



11 



AIDS Caused &y vims 

The letters Al D S sund fcw Acxjuired Immune 
Defiacncx S\r drome ^XTien a person is sick ni(h 
AIDS he sheisinthefinalsugesorasoKsorheakhpfob- 
tcms caused awwrgentDthatcantx passed from one 
person to anocher rfuek dunng sexuu conact or through 
ihe shanng ofintnTYnous drug needles and <>'nnges used 
ix shooting drugs. Saenmts haxv rumed the A1D> \mis 
HIN'orKTO IllorUO "njcse abbrcMaiions stand fcx 
mforniauon derxxing a \inis that anads miiite blood cHb 
(T L\-TnphocMCs) m die human blood. 'nvot^KXit this 
pubbcation,mTwflcalthe\vwihe*VUDSvlnis. The 




^uBtinmitigqfAnXnnauilbcutMmytitu itouirv 
gertetic t nproduahm ) maitnaL 



'Has*, i-'i. difltrtni njr -.fji\i.n in \J[JSMru.<h\ ihr 
scitnur. ctmimunm 

HI\ - HufTun In-.-iufKidtficHmo \lrus 
HTLV III - Human TL mph<)tn7>ic\'inj%T\pc III 
LA\ - L\nx>had*'iipJth\ vaonatxJ Mm* 
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AIDS Mnis jtuctc a p«T«)r s immiini* svMt*ni aitd dJIniKt■^ 
htt hor abiht> to fighujchf-r disease WHtxHit 3 fufxlKinm^ 
tmmiuK' svsttrm to ward off < nhtn ficrms, he <hv n 
hcnimes viilnenbk. to btxixiiinjj infened b\ hjciiTU 
pnit<)/(U, lunK> and other vintsos and mangaincxH, wiikli 
ma\ i-aiwt' hfr threaivniriK illni*vs. siicti ^ pniumonu 
meniriKttLs Jnd cancer 



NoKnoumOat 



Then, is pn^entK rK)ciirt tw AIDS Thnx ts prtMiuh no 
V jtiine to pa-wni Alf )S 



and Sympcoms 



Somfpt^jpk r*^uinappa^■n^^ afttr infcMKm »ith 
the AIDS vvus The> ituv havi nophv-sicaDj apparent s>i ip 
tomstifilhK'ss Hottt^er ifpmp.TprecautKjasarerxit 
used niin H-xuai omtacu and or intravenouLs dru^ use, 
thes*. infected indt\vliut.ean^p»radtr « wits to ochers 
Ait>t)rK. who thinks hi or she i..ir.<caed cK'invTihed m 
hifth ask hehaviors should rvitdorute his herhkxxl 
()^Kan^ tissues cw sfienn hcctHiMf th(.% nuv mni^ eontain 
theAIDSvini-N 



Virus IntMuks Blood Stmtm 

When the AIDS virus enters the bkxid sta'am it bi-jjins 
K ) attack c eitain white h k x)d cells ( T L>mph« x>li-s ) Sub 
sancrs called antihodjcs are prxxluctd hy th*. bodv Thest 
antibodies can he detectrd m thf hbod by a simpk* test 
tuuaBy two weeks to three inonths aiier infection E\vn 
bekxe the anohod> tea is posnn-e. the vxtun can nass the 
virasiocuhenibj methods thai wtD be cxpbintd 

Once an individual IS infraed therr are several powi 
biliues Some people mav remain wdlhutevmsothe\ w 

10 mffxt others. Others mav desekip a disease that is 
k-ss senous than AIDS rrfstmJ to as Air>S Rebf ?d O jmpkrx 
(ARC) In somcpeopfctheptDtectr* •mmur>c'«'yMi*mmav 
be destn i>rd bv the virus and then orhei tjerms ( bactena. 
ptDtozoa. funp and other viniM^) and cant ci 'hat<«ii 
nanK »xnjkl ncMcr jjet a fcxjthokl cause cipp< inunistic 
diseases — ustr^ the cpportumty of k wiTed resLsiancc 
ti) infect and desmi> Someofthe irKKtawnmonare 
fneumocystts cannti pneunKmia andtubtrctikisis indi 
vTduah infcni-d wuh the AIIX> vims mav ah ) dcvekip tx-rtain 
t\-pes of c-ancm stich as lsap<)si s sarnma Tht-se mfcned 
peopk. have cUvsk All A Fvxltmi show-sihal iht AHA 
vims mJv also Jttatk the nemnts swtin t Jitsin^tdamjut 
tothi brain 



AHyvRel3tcdC<)mpkrx{AHC )is « ct indition .-aused h\ the 
All )S ,inis in wiiich the patiern tests posniv >. ix AIDS 
infeCKm and has a speciBc set of dir ical svinptonu Ho* 
evtT ARC pJticnLs svmp^oms are oftt i kfss s<.> ere than 
tNiM. with the disease wr caD cL-ssk AIDS Sijpis and 
sviTpfoias of ARC mav include kiss of appetite wetf^t k)ss 
k\tft nif^tsft'eais skin raphes diarrhea tirednevs bckof 
xstsunct to infexiion or <fttT)Ueri K mph mxJes These are 
aLstv sifjas md sv7npt(ms of manv (Xher diseases and a 
phvsKian should he c()nsultt%J 



IDS 

OnK J qualified hcahh pmh-ssKmalcan diagnose AIDS 
wtikh istheresuk*,fa natural iMnjpxv. of mfirtion h\ the 
AiI>S virus AIDS destn jvs the b(xh s immune ( defense ) 
svvem and alkwv-s othenMst conimllabfcr mfc^iKins to 
invaJt the bodv and cause additional diseases These 
<>ppf)rtunisiic diseases «x)ukl not <KhcTwist gain a kxithokl 
in the NkS These opportunistic dcst jses mav ^^eTltualK 
jii'<^i death 

Some s\Tnpt()m.s,u'Kl signs of AIDS and the opponiinistK 
in fee tioas nia\ int hide J pt-sistc ni ( ( lugh and f^^ c r jnsc > 
t taied with shonness of hrcath or difficoih hn.-atl»mg and 
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n» bcthes\iipiontf of/^iftmioQsrscarxm/pneufnorKi 
Mukiple putplBh blach« and bumps on ihe slonmn be 
a si|pi of K^xKi 5 sarcoma. TV AIDS vkus in all mfcaed 
peopir IS essenuaft ihc samrihc reactioos of indniduak 
fna\ diBcT 



Longltrm 

The AIDS twis n» also anack ihc nenous s\«on Jwd 
cause dela«Tddam^io the brain Thts damage mii 
take \rars to do Ytop and the sxTTipioms m» show up as 
"^^n^o*^ loss uxliflerence.iossofcoordffutKxi.paniai 
parak^is. or menuJ d'sordcr These sxTTipioms may occur 
alone or «ith other n-mptomsmeniKxiedeariKr 



AIDS: the present nhuitloii 

The tiumber of people estimated to be infeaed ivnh 
th<r AID*; \TAtf m the L nited Stales IS about 1 5 milhon 
Al of these ndAiduak are assumed to be capable of spread 
mgthewussexualh {heterosexual* or hofnosonalh > or 
b* sharing needies and siTMiges or other jnplcments for 
tmravnxxisdnjg use Of these, an estimated lOOOOOto 
200 000 come donu niJi AIDS Retaed Complex (ARC) 
li L';difficu|[ If) predict the numbtr ^fjowiD dc%rkT) AfiC 
or AIDb because symptoms vjmeumes take as long as rune 
wars lo sho* up ^ lih our present kiXMledgr scientists 
pfwJic* that 20 'o 30 percent oi those infcaed mth the 
AIDS \in de% etop an jflness that Its an accepted 
definjiK >n of AJD^ t\ithin 6\ e \ears The number of persons 
knoftTi to hai e AIDS m the L nited States lo date is oirr 
2500a ofthe<ie abobt half have died of the disease Smce 
there ij» no curt' the others are e\pected lo ako ex-entualh 
die frf)m their discr* 

Tht. niJiurin of inftctfd jnitbod^ pi/simt' indniduaU 
who cam the ^JO'-Mrus ^how no disease symptoms and 
mav not aiinedfJ«Mi*Tih the disease for mam \ears.ife>eT 




No Aik from Casual Contact 

There ts no knoKTi nsk < «f non sexual tnfecuon m n»ost of 
the situations** encounter m our daih Ives. Ve knoA that 
fiunih members Inmg mth uv*— -duals have the AIDS 
MTus do not bccfjme mfrned except through sexual 
contact There is no oxJcrtce of transmission ( sptead) of 
AIDSmius bv oen-dav contact e%en though these fimily 
members shared food trmek cups razors oen too»h 
bruVirs and kw^ed each f Jther 



Heaiib Vorken 

U'c kn( K\ «r\t^ m. >re ab- it hrJth care workers exposed 

cannvk'r \JI)spjtitm^ h<.nrht-i neresir' . h 1.^^.. 
carefulh Mudied and i€Vtt] fc^^mfectKy «ith the AIDS 
Mius TTic<*d«t(if5 nurses arnJoihe heakh care gnrrs 
have been expo^trd to tht AIDS patr nis bfood stool artd 
other bod\ fluids ApproMmateh of these health 
unrker* rtrpartmi pr Asibli additior il «fXpo*.ure bv direct 
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AIDS 



con(» w«h a patiefM s body fluid (hfou^ spdk bnr , 
acndcmalyiiuckwtthaneecflc Upon lesong the - ' x», 
only 3 who had aocxksnly sruck ihenixKcs »flh a rw-^^'*^ 
hadapcmiwmtxxtyteKfarcipamrrtotht AIDS 
win. Because hcatti «o(ien had mucti morr cancact 
wkh panenb and ihor body fluids ih wouiobrc-'v>ci«> 
fiom common everyday contact, a 13 dear thai the AIDS 
virus IS not oansmiaed by casual contact 



COm»niofCwfmk% Mbm*m Can 
Stop nmlktr^madcf AIDS 

Kiwwto^ ihe facis abow AIDS can prevrni ihr spread of 
ihcdlseaK Education of dviae who nskinfccang diem 
seKes cr infeOAg other people B ihe only way we can sKjp 
die ipcead of AIDS Peopir must be reaporaMe jtxiut thcv 
sexual behavior and mu9i awid the use of dkai inoaw 
nous drass >nd needfe sharmg. We wil de9ai>e the types 
of behavfcir thai lead K> nfecilon by the AIDS vims and the 
pefsorad meanim duR must be taieen ftx efltctive pfDtec 
Don. Ifw* are loappihe AIDS epidemi c iwai must wider 
stand the disease -IB cause, iB nan e.anditspievcntioa 
/VKWtftom mitfrArialm IV AIDS virus infccts pcnons 
who expose (henueKcs to krtown nsk behavior, such as 
certun types of hoinosexuai and hctcrosexiial activities or 
shanng tfimwenous drug equipment 



Mafa 

Akhou^ the tniual dncwery was m the homoscxua} com 
munay. AIDS IS not a diseasroniy of homosexuals AIDS 
IS liund In heterosexual people as wHl AIDS IS not a bbck 
or white disease AIDS ts not just a male disease AIDS is 
fxmd in women, n is bund in children InthetiiniieAlDS 
wil piob^ increase and spread among people who art 
not homcsexual or Intravenous dnig abuseis tn the same 
manner as other scxualy transmitted diseases like syphils 
and gonorrhea. 
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SexBetwemMen 

Men who have sexual rciioons with odKT men are cape 
ctaBy a nsk. About 'X) percvnt of AIDS VKtimx ihrnufthoui 
the axmiry are male homosexuals and biscxtuls. This 
percentaf(e pfob^>ly wiO dedvie as hetenisexua] nansmts- 
sK)n tncreases. h^tion mutofixmi a sexual nlanondip 
wuban tnfeaed person. 



MuUpleFmtnen 

The nsk of mlecutwi increases acairding tr> the nunihcr of 
sexual panners une has mcdeorjimaip The morr partners 
vouhavr thejireaier the risk ofbccxMrungmteTtednilh 
the AIDS vms 




Vfilneratik rmctttmltntrmpirwtda 
MuArMnfJiNWK 
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HowEjpomt 

AMiou| h»heAn3Sv<TO»ijund«<c%TCibod^tAh,a 
pom aapriro ihe vkuc ckirir^ •antaiovKU 
infaoed pcfwn's UcMd or scfncn and pcMbly \ 
•eaalof&llievlriiiihcnermiapcnm'fbloodnm 
ihHX^ diar lectum. v^llni or po^ 

Siwl(iMe«bjrAeiB*ttl«,e)«,„tf,eMfac 
lm« of die or iKiuni oav oocwducfev taenon 
ofdiepefik,ai^oroiherab|ec»,Auiopew««i 
»^ for enom of ihe ivutikccilr no ihe bbod 
■ream: iherefcre. die AIDS \1n»cin bepMed ten pem 
» reoum wd wd vice MBM wldioui a ie» 
n die riswe or die pRMficr of blood. 



Coupte «1io ma«am muiuafc fi«h W mono^mjus leb 
norBh^)^ ( on^ one coniioumg ioujl panner) w 
iKied iom AIDS diromh seni^ mnaotexL irvDu haw 
been fiahW for ■ Iea« liT \Tai5 and your pawner h» 
been bidiiiil wo ne*her of \wi is ■ Ak. If you hairnr^ 
0 ren fa tfiW. then you and \ w proer *e ■ rak. If >w» 
partner has not been tehfiiL then pvmei IS a nk 
wtw*alBpui5,oua: rtriL nmiiinjefcrbodi heioD. 
sex; I £J and homoiexuai ooi4>leiUnle» k is pOMUe ID 
town- »ich obmAatctrtainiy da nnrfieryou nor>w 
sexual partner o caminn ihe \wjs of AIDS, you .Tiuji 
use p»w«tAr beh»1or cmto^ me« not onK 

d« \ou and %w panner ha^e maw»ed a HMftsi^r tah 
ftil monogamous sexual leboooship buiimeaisdui 
neither wHi nor \Dur panner has used ilegal OTua^wous 



AIX)S: yo« CHI pnMect ycwncirfeoaB tafccttoo 

Some penuial measures are adequae 10 oCelv pioMci 
)TMrself and odieis iom nfectnn br die AIDS 
and «s OMTiplicxioni Amo>« these an 

• ifyouhaiebeoiknofccdinanyordieh^ikkseiud 
aahms deacrtxd 4k»v or ha«e InlecKd «dt kwa- 
\mMs dru|s imo vQur bodi. «ou shnAl )MMe a bkiod 
tesiiD see if\t)u toebecn wfecieJ wfcli die AIDS vhus. 

• IfwieaispodcKeartf)tMerweint^fWmh 
nes and choose noiio hsue a loi. you rfuuU tel your 
sexual parmet If )Oi loiniiy deckle 10 twe an. yoi muH 
p«o«a >xMrpaRp;5b)ralK»s uriqga rabbcr(aindoin) 
durtf^ ( snn 10 flnHh ) sexual tmereome (vi«kia or 



• I^ourpannerhasaporiAe blood test shoKlrv dial he 
she has been niecied «1di die AIDS ^-hv or you siHpea 
dui he she has been expoKd b^ pcevtout heterosexual 
or homosexual behaiior or uie of intfawenous dn^ 
»kh shanrd needtes and »vTinges, a rubber (condom ) 
shouU aKai-s be used durmg ( Stan lo tnish ) sexual 
intercDurse ( vagina or rectum ) 
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• ifvuu (V wKff pannertt ai hifih nsk. a^twl nvxjth cmtxT 
*vt\ the pentv vif^ia, (ir rectum 

• Mxxnd al scxua] aciMiirs «4iich aAild cause cuts or lean 
tn ihr hninft> of the rectum, vqpna. or penis 

• Stf^ ii*n a(|C grt havr beeii warned thai pnw«"^ 
and ciMncting %exu^ nansmaied diseases can be the 
reMihofcnly one act of sexual MMeicoune The> ftave 
bccntauf^k jyM3X)«x? They have beer taught m 
sai MDmdnifp'fHsayvigM^iosexanddrtJfp^ ihckcan 

AIDS »"h»ch can *<lthmi' The same cscnx-kjr 
uren;^ boys miw *ouid a»» not haw rectal mteictjufv- 
»-«h other males It mZf resuk in AIDS 

• IX) not have w«h pmsutMa Infected mak and 
female pnxntutes anr frequendy also MiaimousdruK 
JxMcis. theiefoi*. ihey may Mifcct cfc.'rts bv «)nial wer 
a and other iTHfjmious <lni|( jtwseis b> shamg 
ihcw Bwavenom da» equlpnin* Fanale piD«lti«e$ 
alK) cait kifeci ihHr urtbom baUo. 




AIDS 



IntnwtnotuDnigUatn 

I >ru|( ^Hisen who intcct dru(*s inu ) ihev trms are another 

popubuon Rfo^) ai htgh nsk and wah high rates of tnfec 

(K)nb>theAfn!>vvu&.tseisofMr»vnausdmg»makeup * 

2S pefteni of the cases pf AIDS thfotighoui the country 

The AIDS virus IS earned m cantammaKd Mood lei Ml the 

nerdfe, 9v-nn9F. or other drug rebKd unplemencs and the 

wus IS viiecfed r » the new vKim m»ii ^ dvty- fVTim^ 

and r>eedles. E\m tie smalcM amount of infected bkjod ^ 

left m a used necdtt or syringe can cotKaai itve AIDS vm." 

tt> be passed onto the nen user of thoie<kT> impfemeie. 

^M> <jne should sh(X)i up drugs because addmion, pocr 
heakh C»nil> dfirupoon emotion^ dstuffoancr« and 
dcatfi could Hcwver manv<ktfg users arc addictrd 
to drugs and fc)r or^ reason <v another ha^T not chariged 
theirbehavior For nesepeopie theonl) ^-av noiu>grt 
AlDSisfousraciKin.pmfrNuA'unusK/needfe svimge 
or am other implement nrcev»arv I ir the inrcctKm 
drug votutxm 



Hwrnopbllta 

Some pervias isith hemophiha ( a bkxxl clntw^ disonier 
(ha maturs (hem suhiea to hieedtng ) ha\r been mfeacd 
»Tth the All )S wus etther thn Higl « NorxJ tiansfiuK »n or 
the a^e of hkxidpmducu thai he^ their bkridcloi Vm 
that «v lovm hem to preparr safe hkvid pniducts lo aid 
clotting. (htsLsunkkeh to happen Thtsgniupreprevntv 
a^rT^ small ptTCent^ of (hi (ascsof AII)MhRHi(^nj( 
ih. countn 



BkMMilhtnMfuskm 

CurrtTKh all blood don* an mnialh vm-rK-d and hkxid 
IV not jicc»iH«f from hij^ nsk indniduah. BVirid thai has 
het-n a Ax i^xJ fc»r u«. I<:««1 1 >r (he prr'CTKc of antJxidv 
t<'iht MlJSMruv Mfwix-vxT Mime pi.'^f^k mavhairhaja 
blood »rjn«ftisK)n pnoru) March l9HSbct>rt kne* hii» 
ii > v.T<fn hkv kII M- <wtfc trinsfiiw <n and mav have bm »mt 
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ialKied «id) the AIDS v«u». ftmsiad^ dicir are ncN 
s kqir munbcr <tf ihcK cac& (ouone tc»« ofblood 
pnducB. die blood M(pl^ far toMftnoki • now sifcr 
than > hai em been wMh reivd 10 AIDS 

tasom who h»« Cf^pinJ n honnfonol aoKUes or 
haMtAomectifcvpMdifnihebM lOyoaihouU iMivr 
donaKbiood 



If a mTMiun 19 nfeocd mirti die AJX vina aid becomes 
pntpura. die IS nwre Ikely 10 de^Tiop AMC or dwic 
AIDS, and die can pat die AIDS \in» n her unborn dvU. 
App»tuunuw» onedMofdiebriiieibaDiioAIDS-lnfccied 
modicn mil abo be mfeoed «1d) die AIDS vkus. Mcji of 
ihi inf.-aedbjhMr««-ile\enruali devHnpdiedtoease aid 
die bctenluriheseb^jiohairbeenbumiowWacf 
heinophte: men infcrted w«h die AIDS xtut of 
oontaminaed bkjod products. Some fadiio have ^been 
bom 10 vwmen «4io became mfeoed wtdi die AIDS virus 
boexual panneis who had die vtruB. Aknosi at brfyies 
widi AIDS h» e been bom 10 wonwni^ woe tamcnoui 



*M8 taeri or die sooial partners oT noamiow Aiif iaa» 

«ho were mfecMd ««h die AIDS vm«. Moiv audi brfiies 
onbeeqiecsed. 

Thmk carcU^ if Kou plan on becxxniiV pneym. If 
tt>eie B am chance dui ywj mav be m any hfh *k pon» 
ortfui >xju h»r had la w«h someone hi a ibk 
PCM>. such as homoMsoal aiKl fatteoBd ifci^ 
^Msen aid dieir sexual pmwQs lee four dbcKK 



tummt lUn carry tvm Htmtmxu^ptnommm 



E\tftxtji fc^if^doesnotpreseniammkofmfcction ybu 
crnnorfci AIDS from casual soctf amOKX Cwi^ socU 
oonaci should nor be con&aed fHdi csm^ jKOMtfconcn 
which IS a cause of die ^mad of me AIDS \w 
Carjal sootrf contact such » snahm hwh. hi^^ TOd 
koMnt- cnii« coi«hin( or sneezirv. m« not tnvwiit die 
AIDS ^Inn >tor hai AIDS been oonnaaed fam si*nn*« 
n pxib or bah«w m hoc tubs or km ealrv n teaamv 
<e\en if a fesuuiam VTxtor has AIDS cr cvnes die AIDS 
vm.- I Mjy- IV tvn crinrracwd tnm shmg bed hnens. 
Km^Kn^js strm dL«hcs,aram other eatii^ uiensA 
>bu canna in AIDS fom todets, doorknobs, telephones, 
office inach«er>. or household fcjnyn«r \bu c*»ot 
iet\IDSiombod\ mitry j .masmbadonoraynon- 
scmiafconiaa 
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Doruangbkiodltnoriidcyaijt ItucdinnagetAlDSby 



IndicU^ cwoybkxxidonortsscrrenedionckK' ugf\ 
rtA poions vKi Mry bkxxi donxian ts na V ten t] far ih: 
presence of sHmucs iodic AIDS vims. Blood tliaishcw) 
expntuir to die AIDS virus hy die picKnce of jntibodies 
ts not used eidwr far tCRsfcisK)ri or far die manubaure of 
Mood product! Blood barila are as safe Ji cuneM tech 
nolpgy can make them. Because arN4)odle$ do ncf fatm 
iiwnedtMly after exposure to die vrus. a neivfy infected 
penon may unloxwingly donaie blood after becomaiK 
nfeoed but hefcrr hit' her amftxidy test bcoomcs post 
tivr It ts estmxed dm dus might occur less than uncr m 
lOOjOOO donations. 

There ts nt) danger of AIDS vmis mfecuon tim visitini 
adncior.dcntHt.haspiiaLhaifidfrwrorhrautictar MI)S 



c^nntj* hr transmitttrd n< « scxiuBv »m jn rn k\u\i ptr 
son tfjitM^h a heakh <« s«\xr pftjMdcr u > ji> KhtT fxtv m 
Ordinarv methtidsofdMn^kX) kx unm m<ioI jbhI 
vmriMus mhich arc used far non infetird p«jpkr *t: adc 
quae far pet)pk*h«>havT Air At)rarc»T\TnK the AIDS 
viruv You mav hair wnndrrvd »^t> wwr demist 
;^>STs and perhaps a mask Khmuraunfi V.Hi ThisJ<irs 
nMmeanduthehasAIDStjrduihethinbvTHJdo Hey. 
pfuectmjiyT Hi and himself &i)mh«patiav tommonokis 
or flu 

Their » no danjter n wMmn a pauent widi AIDSor 
cannfifarhtmorhcr VjrTnalh>xicnicpnKiKx-% like»ip 
tfW of bod) fluid ipdb ««h a vibtNin (>f K-jicr ^ hcMive 
hfjidbteachd pan hfHisch»W bleach v> lOpjavft-atcrr 
«il prwide hii pnxecuon 



rN fc i I II School 



None Of die idenoflcd cases of AIDS m die L njtd Macs 
arc Imown or arc suspeooi to haiT beni tiawnwied fcm 
one chid to another n sdiooi day cm. or faner CMC 

ecgqiOMreofapen 
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cms lo the blood or other txxh fluids of the infcciedduU. 
a highK unidsrf ocnnence Even then routine safety pn> 
cediMcs fev handhng blood or other body luiua which 
should be mdard far ii chiUrcn ^ the school cr day 
c»ricttB^>miOtjldbeefcwr inprc\icni»^ ti a n»nit MK)n 
ftotn chtldien «ith AIDS 10 other chiUren in xhooi 

Childnm with AIDS ate highK staoeptUe lo jnfeOK^ 
such vchacfcen pax, from other diidim Each child w«h 
AIDS should be examined bv a doctor befixv midiiV 
school or bcfare icnMnmg ID school dav' care or fasKT care 
scmnns after an Oness. No bbnicei rules can be made far 
al school boads ID aw al poKtile cases of chidren wih 
AIDS and each case shcnrid be consKkfcd scpaiaKly and 
mdMduahzed io die chrfd and the sctimg. as wtxikJ be 

an^ chdd wldi a special ptuMen, sudi asceiv- 
btal t^dsi or asthma. A good team K) make such dectaons 
«idi the school board wDuU be die child's porcncs. physi 
dan and a pubbr heakh oSdal 

Casual fonal conaa bem-een cMUnen and pcnons 
Infected w«h dw AIDS v1n» is not d 



j ^^**^*^f»*»^<^-n cases ofAIDStrwismissionb)' insects. 

• such as mosquRoes. 



Dogs, cats and domestic animals are not a souice of infcc 
iKxi from AIDS wus 



Akhough the AIDS ^*ii5 has been found m teas «1 safciit 
rx) msance of transmission fram these bod> fcads has 
been reported 

AOX comes firm sexual contacts wab tnftciedpenons 
^firmttbtsbartngc/synngesandmrdki nerris 
no dar^qf m/ection uitbAlDS iirus by casual soc$ai 



T^^ofMmary/^nonnd 

>bu mav wtwKler winihe DeparaneTt of Defense is cur 
rent^ ir^miii « unifomied senxes penonod far piamce 
ofthe AIDS virus antfcody ThcmilKKx fed this procedure 
IS necessary because the unifafmed services « as dK* 
o«Ti blood bank m a ume of naoofial emergency The^- aho 
need to protect ne» recruits < Tvho onknowOTfk ma\ be 
AIDS \Tius earners) bom recenmg fc\e \inis \«cines. 

TTiese \acanes could acmae disease and be potentiaBi 
kfe threatening lo the recruits 
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AIDS; wilt bc urren ttyund cf U uud 

AUkju^ AIDS IS «JI a mvsiCTtous disease in nun> 
s*'a>'5 (wscicTUisashaMe learned a peal deal *«xji« 
In 6vv\tran wr kixm mnrt- ^KXJt AIDS than num dt-seav^ 
that w havr ffixbed trwn lunjjer perxxis Utiile there 
B no varcine cjr curv the irsufcs b^rm the heakh axl 
behavicn} rexanrh ixaTunuiut) can miy add to <xir kncmi 
edf^ and increaM;- inir imdcrstandinx of the disease and 
wa\'s u) prevent and trca n 

in fmv ofallthat Klavmn^HJitiansmLSSKniorthe 
AilA virus vieniisLs ram nKxe One p(3Asihilin u thi 




jK xt ritul iiisn n fA « )f btl« jr. thjt nu\ better expLiin the 
mti hjnLsm of AlDSinleilMHi 

\Xh\ crvtbv antibodies fmtdut.t\ih\ thchoch tofif^lfk' 
AIDS I tnis run able Uj (U^>\ that i irus ' 

Thi jntiK)djesdetcai\J in ihi hlcxid of t-jmet^of tht 
All)S\in«arx iniflettnr at least vvhen i Uv^c AII>Si.n 
atiualh inngered The\ cjnmn iheck thi damjge t jnsi%l 
trs the MRK w-hich is thm prevnt in brjti numlxTN 
in thi bod\ ResearchiTs cinrKU explain this imporunt 
»jhstTvati<)0 >XeMilJdonotkntiw»'h> the All )S \irus is 
n<H devitn-ed h\ man^ immur sWim 



Summary 

AIDsnokxijjiTLstht amtemofam txte segment of 
vKiety It IS the concern of us alL No Amtiitan s Lfc ls in 
danger ifhe she or their sexual pan ners do not eng^ 
in high risk sexual behavior or use shared ncedk-sor 
sMingcs to injeti ilhcn drujp into the b< jdy 

Heopkr »ho enje^je in h nsk sexual behivxx < »r wh« > 
shtxK drufp are asking inttxtKMi isith the AIDS virus and 
are asking iheir brs and ihc livrs of others inckxiing 
their unhom chikiren 

We cannot vet kntnv the KjD impaa of AlDSoo <njr 
socien Fam a clinical point of vie* there mav be new 
man' -staiKKis of All>s - frw example, mental dtsturbaiKes 
due to the infeiiKXi of tht brain hv the AIDS virus in 
camcrsofthevirus Fromasticulpotntofvieu n nuv 
bnng to an erxJ tht free wheeling vexual bfirrfvk. which has 
been caBed the sexual rv\t>luiK)0 Eo joomtcaDv the caa < if 
AIDS patients w-U put 3 iremerxlcu suain on our alreadv 
( jvertiurdened and aiMh hrakh carv dt !i\x.f \ s\-stem 

The most certain wa\ to avtnd getting thi All >s virus and 
to contnjl tht All>S epKlemic in tht I mied States ls kir 
tndmduals to avT)idptnfnisoK)us sexual practKes to main 
tain mtitualH bithKil monogamous sexu.il n Luxmships 
and i«> 3\t nd iniecting illicit dnigs 
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LooktotfacPDmre 
ThfCbmatngto/tbehtrufr 

An cnonnom chalengr K) pubk: heakh bcs ahead of 
us and we would do 10 take a look ai the future 
Ve mua be pfcpared u man%e tfioK dungs we can pre 
dkt. as «tI as dioK we cannot 

Ai the prescncomc there H no vaccine to prrvrnt AIDS 
There IS no cure. AIDS, mtuch can be nansmined sexuaB^ 
andbv shanngneecBesand s^vmgcs among dbcuininvr 
nous dnjg usm. IS bound to piDduce profound changes 
Inoursoaen dungfsthatwilaieausai 



tnformaHonamiEdktcatkm 
Only Wtt^fom Against AIDS 

ltisesiimaKdihxtnl99l >4J000people«iluK from AIDS 
Ai this moment, mam of ihem are not mieaed «-Kh the 
AIDS vvus >Xith pruper in&xmaiinn and educauon. as 
mam as 12X)00 lo l-i 000 prtJple cuuU be saicd tn 199] 
from dead) bi AIDS 



AIDS uiB/npact All 

The changes in our wxrien mil be economic and pohucaJ 
and will aflect our social lasuiuuons, our educabonal prac 
aces, and our heakh care Akhoufjh AIDS may never touch 
vnu penonalh the wcietal xtnpacx ccrtamh <til 



Be prepiTcd Lcam as much ahcui AIP*^ 35 ukj can ■•am 
i( "Ap irjit >.it-nlific infrHnuuon frtMn rumor and m^ih 
rhcPuhbt Hej)th««trnxe Miurk)ca] public ^leahh()fiBcu^^ 
jnd vour ph\Mcian niP be able lo he^ \txi 
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Conctm About ^)mad 
of Am 

«>ulethecoocencraoo- >f AIDS cases is in the tt^r 
ufbanareastod* it has been Id. g, state and 
*iih th r mobUm of our societN. a » hkeh that cases of 
AIDS mill appear a -^dmide 



^>Kka Educational 
Concmif 

Tb«e are a number of people. pnmanl> adolescents, tha 

donotvetknomthevmifl be homosexual or become drx« 

abusers and wUJ ,« heed tho mess^ there are others 

^^Atefate and cannot heed th»me«a«c TheviTKat 

be nached and taught the m« behaviors that expose them 
to infection with the AIDS mtus 



»*eb/ti* Oft Blood Tett 

TV grcaiesi pubfcc heakh problem bes m the laigc num 
ber of mdiMduabm^h a h«on of h«h nsk behawor who 
haie been infcaed with and maybe spreading the AIDS 
vuus. -nwse WTth h,gh nsk behaiTor must be encouraged 
10 PTMca odw bi adopung safe sexual praaice* and b» 
ihe use of clean cqgipmeni for iniraxmou* drug use if a 

blocxJ test for antixjdies to the MDS .1n» « necessary lo 
gn dH=se indAiduaH to use safe sexual practices, thev 
s|»uWgeT3bkxxJtr« CaD .xxir local heakh depanment 
for infomatKin on ^^here m get the trsi 



AngtrandOuiU 

V>me pet,pk jju^^ ^ ^^^^^^^ 

and<xhmjsenv:-,fKu.it In spite of these understand 

reaaKins «-irr\Dne must the efibn to control 
theepidemif topnAideforthecareof those tnth AIDS 
and to do all *r canio infonn and educate others *out 
AIDS and huft 10 prevent it 
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Con/kimtiaMty 

Beou&r of sUftnu ttut has bevn asMicuird nith AIDS 
nun> aflkwd wuh ihc disease nr wtx) are infeaed »ilh 
the AIDS viius aiv iHucunt U) be idenufied with AIDS 
Because there 15 no vaccine U) prevent AIDS and no cure 
many fed there is nothins to be gsuncd by tevtabns sexual 
contacts that might ako be infeaed «ith the AIDS virus 
Vhen aajmmunity or a suie requires reporting of tbt»«. 
inicined with the AIDS vmi*> to puhbc heakh authonties in 
order to trace sexual and iniraven».>us drug contacts - as ts 
the practice with other sexualv jansnuned diseases -those 
in feacd the AIDS \mis go underground out 
of the mainstream of heakh caie and cdtKation R)rthL\ 
reason ctuient public heakh pracucc is U) pmiea thi 
privac> of the indrndual infected »Tth the /JDS %mtN and 
ID maintain the sinctest conBdenuahty concerning his her 
healih reojids 



State and LocaJ AIDS 

Many state and local junsdictj wis w+iere AIDS has been 
seen in the greatest numbers hx-t AIDS tasl< fc)K ^ with 
heavy representation from the fieri of put!ic heakh (omed 
h> (Xhenw+K) can speak broadly to issues of access to 
care, precision of care and the ai'aibbilnv of communitv 
aixi psyduatnc support sciMces Such a task fc*ce is needed 
in every cornmuniTv with the p<)wrr t< > develop plans and 
pobcies, to speak, and 10 act fc>r tht ^ood of the piA>k 
heakh at every Ici-cL 

State and kxal task tnrces shoukl vlan ahead an * w Kk 
collaboratively with other |uasdirtK)ns to reduce transmts 
ston of AIDS by br reaching mfbrmatK mal and educational 
pmgrams As AIDS impacts nxjre stnxigh on socierv the\ 
shouU be chaigcd with making reaimmcndatKias to pn> 
« ide kr the nenls of those aflhcted with AIDS They also 
wiD be in die best ptisiuwi to answer the concerns and 
direct the activitirs of those wh<i art ntn infected with the 
AIDS vims 



The respoasibtktv of State and kxal task fcxces shoukJ 
be br reactung and misht include the foUowmg areas 

• lasure cntxcement of pubnc heakh rcgubtKm of such 
practices as ear piemng and t^tooing to ptrvmt trans 
mission of th e AIDS virus 

• Gmduct AIDS education ptograms kx police firemen, 
conwiional msutution wTxkers and emergency medical 
pers<xind far dealing with AIDS vxtims and the pubbc 

• lasure that instirutxxis catering to chiklren (x aduks 
w ho soil themselves or their surroundings »ith urine, 
stooL and vonwus havr adequate equipment ktf deanup 
arxl dispoMl dXxX havr policies to insure the practKe of 
good hygiene 



Scbooi 

Sch«x»iswTllhavrs'eculpn)blems in the future Inaddumn 
to the guidelines a**ead\ meniKKied in this pamphlet 
there are (xher things that shoukl be axisidered such as 
sex educaaon and education of the handicapped 



Sex Education 

bducaiKXi concerning AIDS must start at the kiwe^t gradt 
possible as pan of am heakh and hygiene program The 
appeararKe of AIDS coukl bnng together diverge groups 
of parents and educators with opposing \iews on iiKhi 
sKWi nf sex education in the curricula There ls r. >w no 
(M jubr that wc netrd sex education in schools and »hai il 
must inthxie intinnatKm on heterosexual and homosexual 
rt lationships The threat of AIDS shoukl be suflScient to per 
mit a sex educatxxi curriculum with a heav% emphasis on 
prt^mtK Hi of AIDS and («her sexuaD>' transmmtxl diseases 



HantUcafifmlandSpedai 
Education 

Chiklren with AIDS or ARC will bt a..... iding school akjng 
with others who rarrv the All>s mhjs Simt children will 
dcsdnp brain disease whK+i wiD pnxjuce chan?es in mental 
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behjvlor BecwKoftherighiio^pedilcducakinofihe 
han(k:^pcxl ind the menaly reorded, achod bowi^ 
higher auihorttles «1I haw to pfDvUe guiddina for the 
man^femcM --f Mich children on a CMC'by'xiae basis 



lubormn^M ji mimm nt 

Ubor and manaBnnem or much lo prepare jDS 
sothaimisinformr<oob pnoaminfanuntLnioos 
shouid issue pnrvmthr heakh meas^fs becauae mxvf 
enipimves «li Msen more carefulK 10 a itfUon mesia^ 
thandm «ilio one from pubbc health authcrides 



/JDSe^ttoationMtbe 

OAces ketones, and other mTxksnes shouid have a plan 
in operauon for education of die worK foree and accom 
modxion of AIDS or ARC patients die Bis such 
case .vpears at the worksite EmptoyeeswhhAIDSorARC 
shouidbedeakmthasarean} «T3rtcen«1di a chronic 
iihess. [n house video pitjgnum provide an OKcfciK 
source of edULaim and can be mdhxtuahzed iq the needs 
of a speci6c Tvxxic {iTDup 



Strain on AeHmitbxMTt 
Delivny S)strm 

The heakh s\sem in mam places «iB be ovvrfour 
dencd as ji is no« tn urban areas with ]atge numbers of 
AlDSpjiJcnts. It ispirdiawJ that dunng 1991 there »tH 
bf 000 patients rcquinnR h<i^pftab7JUon at least once 
jnd N» 000 pjtienis wh< > ttilidit of AIt)> Mental t' <3se 
( demeniu ) nil occur in some patients tvho have the AIDS 
\1nis before diev haiv an\ odwr tnanlfcsUDon such as ARC 
or classic AIDSl 

State and local task forces wiD have to pim for tt^ 
patients utilizing convmuoral and time horxxed sys- 
tems but wiltabo haxv to imc&ugate akenute metholsof 
tres .Tient and akemate snes ix care including homecare 



fi^^xiatandp^cholpgtals^^ 
^'^^^'rmmnx P«V«m are needed lotnunchaplam. 
cfa». «xtt«Txiers. and.okin^ u>deaJ wfch AIDS 

S«h suppon « pamcufcrt critical » Ae m«rty 
communities. 



Z^Jl^"^ °" ^ **h 

^«ndimih concemsmllrequatthebesrdbnsof 
mental hcTki. .«5ionali 



Anumbercrf^ 

Z"";^^^*^"^ beouseof hckofkno^loj 
*^AIDS.ho.,,,sspre*J andh<.lrcanbepre^J!;^ 
Among these are the mues of compukoo blood tesung 
q^une.andKien Bc^of AIDSametsbj ,^' 



CoifpuisoryBlooitnMng 

^ubon fkxxltr^ngof,ndnidual$«notnecessan 
TV pmctdure could be unmanageable and co« prohib 

It . Ln b,:.xp«T«j .h., m.m ^^^(,/«^nc,wnrh 
mjght.au^b.p,«,tncdu..o^«„exposure.othe 
Amsvinxsandgn^afahesenseof «curtn ,0th, Whxiual 

'^"^ "«««y P««c 

tn*beh^«r The prevention behavwdesafced in th« 
'qwrt, If adopted. «11Ip™en the Amencan ptbkcand 
contiunthe AIDS epidemic Xoluntan,«.ng.,d be avail 
Aletorhrise^hohavebeenrnvxA^l^highnskbehavxir 
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QuanntineKrBnoio)ctnthem»Meem«ni()f AIDS because 
AIDS IS nocspmdh> casual contact The on)) omechai 
some fxm of quarantine might be indicated is in a situa 
lion where an indKidua) canying the AIDS mhjs knowtngl> 
and wi]ingi>' continues to expose others thrtxigh sexiial 
contact or shanng diug cqutpmcnt Such ctrcumstances 
should be managed on a cse by case basis h> loca] 
atthofities 



Ideftttjkation of AIDS Canien 
by Some VUNe Sign 

Those who suggest the nufking of camers of the AIDS 
\-inis bj sonie Msible sign havr not 4hought thi matter 
through thoroughly It would require testing of the entire 
popubuon which is unnccessarv, unmanageable and costly 
It n-ould miss those recently in fcjcted indhiduak who 
wixikJ lest ncgaoveh, but be mfc-ctcd Dw entire ptoccdurc 
would J?^'<^ a false senst of secunt> AI[)Sfnustand wtllbe 
treated as a disease that can infctt amore AIDS should 
not be ased as an excuse to ducnminate jgaiasi am gftxip 
or indAidual 



ipdating Information 

As the Surgeon Oeneral, iwllcontinualK monitof the 
most current and accuraii hi-akh, medical, and scientific 
infemnJtK m and maki" it jv-ailah m>u the American 
people Armed with this mk)fmaiK)n w)u i m H>in m the 
discusMon jnd resolutKin ol jMI>S- related issues lY x are 
cnlK-aliovtHir heakh your children s health u.dthchcalth 
oftht natH>n 



Addltioaal Infcrmatloa 

"MtpboneHotMnes 

(TbUl¥ee) 

PHS AIDS Hotline 
800 342 AIDS 
flOO 342 243' 

Naoonal SexuaUv "Dans- 
mitted Diseases Hoibne 
American Social Health 
Association 
800 22' 8922 

Inprmatton Sources 

rSPuhttcHeaUbSenice 
PublKAffiun Office 
Huben 1 1 Humphrey 
Building \Uxm '25 H 
200 IndeptndeTKe Avenue 
S« 

VCashington DC 20201 
Phont-(202):iS 686' 



National Gay Task Ft Jtce 
AIDS Information liotline 
HOO 221 '044 
(2!2)80'«)16(\Y State) 



IXKolRed Cross or 
Amertcan Red Crass 
AffiStJtUMhonqgke 
rWD Street NW 
Vlashingion, DC 20006 
Phone (202)'3'KWO 



Amencan /Issfjcjw/Kw of 


HtsfianK AIDS homm 


Pi^V^uinsjor 


c oAPRF) 


Human Righls 


853 Broadway Suite 200"' 


PO Box 14^ 


Nett V)rk, NY 10003 


San Franasto CA941i4 


Pln>ne (212)8'0 1902 or 


Phon'^(41S)SS8 9-153 


M'O 1864 


AIDS Action Councti 


LtK A nffeies /m. JS Pnyect 


"'29 Fighth Street SF 


i 362 Santa Monica 


Suitt 200 


HfHik-v-onJ 


Washington DC 20003 


UttAngek-s Cabfc)mia 


Phone (202)S4^ 1101 


90046 


Ga^Men^HeaUhCnsK 


(213)8'1 AII>S 


PO Bttx 2'4 




1 32 West 2'4lh Street 




New Vffk M KlOll 




Phoni (2l2)«(r«)S5 
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MinohfyTaskfkjrveonAJDS 
c/oNeft YoffcOn Council 
ofOiuidm 
475Riv«fsideOij\«. 
Room 496 
New*rit NY 10115 
Phone (212) •'49-1214 

MoAenofAnXFaOtnis 
(MAP) 

c^oBafbaraBeabody 
3403ESirect 
SanDKgu CA 92102 
1619)234 3432 

NatttmalAOXSenvork 
"79 Eighth Som,SE. 
Suite 300 

V!»htf«ion DC 20003 
(202)546-2424 

NattonalAsnaatio of 
PKpkuMtb/vUS 

PO Box 654^2 
Vashingioo.DC 20035 
(202)483 ^ 

National CottktKfn of Gay 
Stxuaiy Tmmmttttd 
DtteoM Servkm 
c/o Mvi( Bdur 
PO Box 239 
Mik^ukK.Wl 53201 
Phone (414) 2~ 7671 



NattOHolCouncMf^ 

Cburdm/AaXTdskRjrrx 

475Rh«fai(lcDftw. 

Room 972 

Mem \brii,NV 10119 

Phone (212)«70-2421 

SanPnmaxoMDS 
Rtundatkm 
333 V^lenda Street 
4thFk)or 

San Francisco.CA 94103 
Phone (419)863 2437 
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During tht prtparation of tht Surtoon Otntftl's ^y^^ Acquirtd immune Pefieiwcv 
ayndrorot, Surg«on G«n«ral CTEvtritt Koop, UD, mat ptrsontUy and privately with 
raprtMntativaa of the follow iiif |roupa> 

AIDS Advocacy Groups 

AIDS Action Council 

NaUontl Coalition of Stack LiibiafU and Gayi 
NaUonal Minority AIDS CoitneU 

Butineai 

Amarican Council on Ufa Inauranet 
Health Insurance i)«oeiation of America 
Washington Busings Group on Health 

Education 

National AsMCiation of Elamentary School Principals 
National Association of Saeondary School Principals 
National Association of State Boards of Education 
NaUonal Education Association 
National Parents and Teachers Association 

Health 

American Dental Association 
American Hoapital Association 
American Madieal Association 
American Nurses Association 
American Osteopathic Association 
American Red Cross 
National Hemophilia Foundation 

Labor 

American Federation of Taachers 
Service Employees Intmatlonal Union 

Pi^Me Officials 

Association of StaU and TarrUorial Health Officers 
National AssociaUon of County Health Officials 
U.S. Conference of Local Health Officerc 

Religion 

Christian Life Council of the Southern Baptist Convention 
National Council of Churches of Christ 
fl^nagogve Council of America 
U.S. Catholic Conference 
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Dr. Koop. I would like to emphasize, too, Mr. Chairman, that 
throughout this assigmnent I was accorded full independence to 

fursue the research and writing of my report in whatever manner 
thought appropriate, and at no time did anyone try to exercise 
any undue influence on the outcome. 

If I could give you just what I think are the three highlights of 
the report, they would be these. First, the risk of mfection in- 
o-eases with increased numbers of sexual partners, male or female. 
Anyone who engages in free-wheeling, casual sex is playing a dan- 
gerous game. 

Unless you know with absolute certainty that your sex partner 
has not become infected with the AIDS virus througn sex or drug 
use, yoa are taking a chance on becoming infected. 

Conversely, unless you are absolutely certain that you yourself 
are not carrying the AIDS virus, you must consider the possibility 
that you can infect others. 

Sea>nd, the best protection against the infection right now, bar- 
nng abstinence, is the use of a condom. A condom should be used 
dunng sexual relations from start to finish with anyone whom you 
are not absolutely sure is free of the AIDS virus. 

And, third, we need to get the facts about this disease to every 
American. The Public Health Service has the responsibility to pro- 
vide clear and accurate mfonnation about AIDS to all segments of 
our society. In particular, our youth must understand that sexual 
activity and drug use can lead to AIDS. 

The Public Health Service will provide educators with requested 
factual and timely information about AIDS, but families, along 
with parent and community groups and State and local school 
bojuds, have the primarv responsibility for educating the young. 

These groups should determine how best to employ this informa- 
tion, with consideration of their own values, to achieve the goal of 
preventing AIDS among young people. 

Mr. Chairman, I believe the threat of AIDS is serious enough to 
permit the kind of education that emphasizes the prevention of 
AIDS and other sexually-transmitted diseases. The need is critical 
and the price of neglect is hi^h. 

As part of our own education and information effort, we have al- 
r^dy distributed 250,000 copies of the Surgeon General's Report on 
Aire in answer to telephone and mail requests. And, in addition, 
such pubhcations as the Journal of the American Medical Associa- 
tioD and the Los Anffeles Times have reprinted the report in full 
for their readers. And we have made camera-ready copies available 
to a number of national organizations who wish to do their own 

Ennting and distribution, and one of these has gone to every 
ealth officer of each of the 50 States. 

The report has been copied elsewhere. For example, the govern- 
ments of France and Australia have informed us that they intend 
to reprint and distribute the report among their own citizens. 

With this kind of receotion, Mr. Chairman, I believe the Surgeon 
General 8 Report on AIDS is having the salutary effect the Presi- 
dent had hoped for not only here m the United States, but else- 
where in the world as well. 

Thank you, Mr. Chairman. I would be pleased to answer ques- 
tions. 
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The Chairman. Thank you very much, Dr. Koop. I think all of us 
who have followed this issue in the Congress and outside as well 
have to commend you for the leadership that you have been provid- 
ing and the courage with which you have brought this to the atten- 
tion of the American people. 

i think that your presentations have been very clear. I would 
like to review a couple of the significant facts, because I under- 
stand that unless we find a cure for the disease, between 20 and ^ • 
percent of those infected will eventually develop the full-blown dis- 
ease. Is that correct? . 

Dr. Keep. That is correct. Because of the long mcubation period, 
sir, it is absolutely impossible for anyone to tell you how many of ♦ 
those who have the virus and are now asy^^ptomatic will co;ne 
down wxch the classic AIDS syndrome or something less. Your fig- 
ures are correct, but they could be higher 

The Chairb/ian. And the disease so far has proven a hundred per- 
cent fatal, is that correct? 

E^. Koop. That is correct, si:. 

The Chairman. And it is true, is it not, that unless we mount an 
aggressive campaign to control the spread of the disease, the 
number of infected Americans could climb as h?gh as five million 
by 1991? 

Dr. Koop. I think that is correct because we have neither a drug 
for cure nor a vaccine for prevention. 

The Chairbian. It seems that our best efforts are, one, the devel- 
opment of a vaccine, and second, the whole question of education. 
You have ^dentiP^ these goals in your report 

Now, your recommendations require support from all levels of 
government end the private sector. What do you think should be 
the role of the federal government in terms of the information 
campaign? 

Dr. Koop. I think it is the obligation of the federal government, 
particularly the Public Health Service, to make available to the 
States, to the people, to the private sector, all of the information 
that we know scientifically and demonstrate to them our willing- 
ness to work with them in any way that we can, perhaps even set 
up cooperative demonstration projects. 

But inasmuch as education and information are the only weap- 
ons we have against AIDS, it will require extreme cooperation, and 
we have to be innovative in the manner in which we do tWs be- 
cause we are dealing with some people who are victims of this dis- 
ease and are possible victims in the future who are not literate ^ 
enough to follow a report such as we hav? written, and we have to 
reach those people as well. 

The Chairman. Well, do you think the federal government role 
is adequate, given the nature of the crisis today? 

Dr. Koop. I thmk it is, sir, and I think that we are gathering mo- 
mentum; we are getting up more steam. We are working as hard as 
we can. We will be coming out with as much information as I think 
the public and the State and local health ofHcers can absorb, and 
we will be standing benind them to help in way that we can. 

The Chairman. Let me ask you, as a result of your own study 
and the material, the information that you had had available based 
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upon scientific information, should the American people be con- 
cerned about catching the disease from casual contact? 
Dr. Koop. No, sir. AIDS is not 

The Chairman. Let me— because we have people watching this 
and for the record, it is important. We are talking about in the 
workplace, we are talking about food service workers, or even from 
mfected children in schools. 

I would like to hear your answer and I want you to tell us what 
IS the basis of your scientific information that leads you to that 
conclusion. 

Dr. Koop. All of the studies that have been done in the private 
sector, m government, the surveillance by the Centers for Disease 
Control, would indicate that AIDS is not passed by non-sexual 
casual contact. 

There is no evidence that you can get it by sharing towels, by 
sleepmg m the same bed, by usi ig the same telephone, not even by 
iwrng^ihe^tame toothbrush. You do not get it from pets; nor is 
there miy^dence that you can catch it from insects such as mos- 
qmtoes. 

I think that we have demonstrated as well as one can scientifi- 
calhr that these are factual statements, sir. 

Hie Chairbian. Your report advocates that voluntary testing for 
infection be kept strictly confidential. This contrasts with the prac- 
tice viTith regard to other venereal diseases where the public hei 1th 
de^^ment often traces contacts to decrease the risk of contagion. 

Why do you feel this practice is inappropriate with AXDSf 
aJSS; ^^^\ Bfcause the stigma that has been associated with 
A^ 18 real. Many afflicted with the disease or who are infected 
with the virus are reluctant to be identified with AIDS. And be- 
cause there IS no vaccine and no cure, many feel there is nothing 
to be gamed by revealing their sexual contacts who might also be 
mfected with the virus. 

And when a community or State requires reporting of those in- 
fected with the AIDS virus to public health authorities in order to 
trace those sexual or intravenous drug contacts, as is the practice, 
9S you have mentioned, with other sexually-transmitted diseases, 
those who are infected with the AIDS virus tend to go underground 
and out of the mainstream of health care and education. 

And for this reason, public health practice now in this country is 
to protect the privacy of " e individual infected with the AIDS and 
to mamtain the strictest confidentiality concerning his or her 
health records. 

The Chairman. In your report, you state that quarantine has no 
role in the management of AIDS. Can you explain why this is the 
case? Are there any situations where quarantine is appropriate? 

Dr. Koop. First of all, to identify those people who should be 
quarantmed would be a prodigious, probably impossible task, and 
maybe even cost-prohibitive. You would be dealing with, if you 
could f.nd them all, as you have already stated, sir, millions of 
people. 

Inasmuch as I have stated that casual, non-sexual contact is not 
a source of contagion, it does not seem that that kind of quarantine 
would be worthwhile. 
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The Chairman. Dr. Windoin» we are glad to have you here. We 
have the reoommendatioiiB. First of all, do you agree with the lOM 
recommendations on the appropriate level of national AIDS re- 
search anr* public health commitment? 

Dr. WiKBOM. Hie lOM's report certainly was well received and 
we agree with their goals; we hope that they can be achieved. I 
think that the progress we are making now is certainly going 
toward that goal, and I think from year to year we will see it in- 
creasing. 

The CHAiHifAN. Through the past few d^, I have heard the Sec- 
retary of Defense and ttie Secretary of Education. One responds 
that you cannot solve problems by throwing money at them; the 
Secretary of Defense believes that probably you can. 

Let us put that aside as a debater's point c nd look at the real 
allocations of priorities in these areas. 

In terms of the dollar figures in the area of research, you have 
approzimatelv a $91 million increase, up to $413 million, which is 
not even hau of what the recommended figures were in terms of 
coming to grips in a serious way with this scourge that is giving us 
100 percent fatalities. 

You have also proposed a ver^ marginal amount for education— 
you proixMed $112 million; agam, $1 billion is what has been rc^- 
onunended as figures which could be appropriately, usefully, effec- 
tively spent in this area. 

We must stress education now, given the certain lag that W3 
have before we can make a use cf vaccine available. How do you 
justify that? Are you going to oppose the efforts that I and others 
are ^in^ to make to try and make sure that you ^et adequate 
funding m terms of both the education and the medical research 
program in the budget? 

Dr. WiNDOM. Senator, the issue of AIDS is our priority in the 
Public Health Service and in the Department of Health and 
Human Services. At this time education is our mcyor effort to 
really come forth with a means by which we can prevent that dis- 
ease today. 

The funding needs projected for 1991 by the lOM indicate that 
th^ agree that we need support and effort from every part of our 
country. We need the media, which have done an exceUent job to 
date with hour-lom^ or longer television programs, and cooperation 
in the education effort throughout our society. 

Through the Public Heal^'b Service as a resource of the knowl- 
edge and the best information known today — which v Ul be chang- 
ing as we go forth— we will be eAAe to provide effective 'nformation 
and education. 

I think the progress has been very rapid in that short time, since 
five-and-a-half years ago this disease was not known. We are stress- 
ing and using the funds very adequately, along with support and 
cooperation from many other segments of our society and govern- 
ment. 

The Chairman. Well, I am not sure that completely responds to 
the question, but I 

Dr. WiNDOic. In the area of research, we ha^'e given top priority 
to AIDS research throughout the Public Health Service, and we 
have no plans whatsoever to decrease that emphasis. 
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As Senator Weicker indicated earlier, the basic biomedical struc- 
ture that we have in our federal programs and throughout the 
nation has made it possible for us to advance so rapidly. 

So, besides just targeted money for AIDS, there will be many 
areas of research going on that wiU have benefits that will spin off 
to the disease like it has in many other diseases. 

The CHAiRBfAN. Just one or two points. One is I think you can 
demonstrate quite clearly from an examination of the NIH budget 
that you are really robbing Peter to pay Paul; that you are taking 
resources from research in the areas of cancer and a wide variety 
of other kmds of diseases where there is a high degx^ of approval 
cf vanoiw research programs under the peer review system that 
ought to be funded and that can really make a very significant and 
m^or impact in terms of the quaUty of health of the American 
people and siphoning those resources off to the AIDS program. 

I wiU give you an opportunity to respond or you can respond in 
greater detail, but I think any fair examination of the budget 
would have to draw that conclusion, and that is wrong: that r 
wrong. 

And I want you to be very clear that we are going to do every- 
thing we poettbly can to redress that kind of a situation. I m ould 
give you an opportunity to comment, if you want, on it. 

Dr. WiNDOM. Senator, each vear there has been a continual in- 
CTease m the awards and the funding of the National Institutes of 
Health. Also, this next year there will be the highest number of 
research award grants ever in history. So we do not feel that we 
are sacrificing other r search, but we are trying to bring aome ste- 
biliqr to that nmding level. 

The CHAiRBtAN^ell, as you know, the administration is recom- 
mending cuts m Nm of $649 miUion this year and next year. Sena- 
tor Weicker makes these points very well as a member of the Ap- 
propriations Committee that babicafly the increases are coming as 
a TesxHt of the actions here in the House and Senate. 

I do not want to divert the thrust of these hearings other than to 
make sure that we put in some perspective, as we begin these hear- 
ings and other committees do, about where we are in terms of both 
the research and the education program. 

Dr Koop, I would just say finally and then I would yield to Sena- 
tor Weicker, that one of the programs that we see not so frequentlv 
or sometimes with children— on those Saturday mornings, you see 
a whole series of cartoons. There never seems to be any interven- 
tion in terms of whether it is AIDS or other public health kinds of 
questions. 

I am sure you are familiar that those cartoons run from God 
only knows what time, early in the morning untiJ noonthne, and it 
IS an ongoing and continuing process. You might just get a look at 
It and see what opportunity there might be for intervention in 
those areas. 

Having gone through the holiday season with some little grand- 
nieces and nephews and hearing those television programs early in 
the morning and knowing their rapt attention, there may be an op- 
portunity for early intervention. 

Senator Weicker. 

Senator Weicker. Thank you very much, Mr. Chairman. 
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First of all, tx) the Surgeon General I would like to say that I 
think this report of yours on AIDS is a^. outstanding piece of work. 
Since this is being carrieo across the country, I wonder if you 
might tell Uie average citizen how he or she can obtain a copy of 
this report 

Di. Koop. Th^ can write to the Public Health Service and re- 
ceive this. Let me see if I can find the number. The local Red Cross 
will supply it The number you could call in Washington is 202-245- 
6867, but we have another line which I do not see here. I am sorry. 
I do not think it is in titis. 

You can call the hotline for more information on the disease 
itself and you can get information on how to obtain the report at 
the hotline number, l-800-342-'AIDS. 

Senator WncncR. Well, indeed, if there is any of the Surgeon 
General's staff here that can supply the mailing address for a re- 
quest I wish they w luld do so because I think that no one book 
encapsulizes the problem better than this work. While there is no 
final solution to the problem, the Surgeon General's report certain- 
ly highlights those steps that could be taken as a matter of precau- 
tion. 

I also want to read the conclusion of the Surgeon General's open- 
ing letter. I might add this letter, as is indicated in the report— was 
not written by any staff member; it was written by the Surgeon 
General. 

Dr. Koop says, "At the beginning of the AIDS epidemic, many 
Americans had little sympathy for people with AIDS. The feeling 
was that somehow people from certain groups deserved their ill- 
ness. Let UF put those feelings behind us. We are fighting a disease, 
not people. Those who are already afflicted are sick people and 
need our care as do all sick patients." 

I just want to say both in terms of its science and v\ terms of its 
editorializing, this is one good piece of work. 

Dr. Windom, I am going to ask some questions that I realize 
might be p little contentious, but \ think they are deserving of 
some response. I want to point out also to all those attendii^ the 
hearing that the cooperation which Dr. Windom, as the Assistant 
Secretary of Health, has given to this Senator, and indeed to the 
Appropriati^Tis Committee, has just been outstanding. 

It was lar ly through his efforts that I was able to achieve addi- 
tional funding for the clinical trials of AZT on the floor of the 
Senate last year, and he has been totally responsive to any matter 
that has been raised before hin I express that as a matter of our 
personal relationship rather than the oudgets, which I plan now to 
discuss for a minute, Imowing full well that those budgets are not 
devised by you, but probably more devised at 0MB than they are 
atHHS. 

The Chairbcan. Do you feel like you are being battered up before 
the cooking? Do you think you are being warmed up here a little 
bit? [Laughter.] 

Senator Weickkr. No. This is a good man; I mean it. I am not 
going to get in a fight with him, but I do say that the final determi- 
nation of our commitment to any problem in this nation is the 
budget 
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\^ ^ unerrijig— it is an apolitical document. It i^ not philo- 
sophical. The dollars and cents are there. You can make all the 
statements that you want, but when it is finally said and done it 
comes down to are you going to put your dollars out there for the 
problem. 

Senator Kennedy correctly raised the problem that we have here 
m tbUByear s budget. It is that in the request of the Administration 
for NIH, number one, they have asked that $334 milUon in re- 
search funds be delayed from fiscal year '87 to fiscal year '88. and 
then they tack that 334 onto fiscal year '88. 

So, really, what you are talking about, since I dare say the delay 
Z?^ H„^P™y«** Congress, is thai there is going to be 

roughly a $600 milhon reduction in NIH funding, per the Adminis- 
tration request of '88. 

Again, I have to repeat I would lather doubt that the proposed 
delay and cuts m the NIH budget are going to be approved by the 
Congress, but it proves to be a real problem insofar as the public is 
concerned. You cannot go ahead and abandon your basic research. 

I am a novice in this thing; I am not a doctor. I never took any 
saence courses; they were far too tough when I was in college. 
When I was given my choice of a science course at Yale, I took 
what was known as rocks and stars, which was geology and astron- 
omy, and I stood away from anything else. So I do not pretend to 
be an expert. 

But when I first joined the Committee, for example, progress was 
being made in conquering the Herpes virus, and you might think 
that this would be in the infectious diseases area, sexual diseases 
et cetera. 

ActuaUy, the greatest progress against the virus that was made- 
over at NIH was m the Dental Institute, and I only use that as an 
example tnat we do not know where the breakthrough is going to 
come from and we cannot abandon the funds that go to basic re- 
search, as IS clearly evidenced by the Administration's budget. 

^ordB, where they say, "Of this total 
.♦334 million is derived from a proposal to extend the 

« «I^SS?u2f ? P^^^T 1^^"^ research funds." They then request 
$5,535,000,000 m new budget authority for FY '88. 

Again, further on, "To maintain a balanced program and, at the 
aame time, respond to the public demand for deficit control, the 
NIH proposes to extend the availability of $334 million in '87 ap- 
propriations and defer the spending of this amount until 1988." 

And then it says, "In the '87 appropriation"— these are the Ad- 
ministration s words-"the '87 appropriation provided a 17 percent 
increase in research funding over '86. Such a large increase, espe- 
cially m research project sfrants, cannot be sustained without sig- 
nificant displacement of other activities." 

Now, this just is not so. Indeed, I have got to say to you that not 
only do I think there should be additional funding for AIDS but 
we should continue the progress that we have made in the basic 
research across the board accomplished by NIH and thro.igh the 
various grant programs and among the various medical schools and 
universities of this nation, especisdly, I might add, with something, 
to use the common parlance, as flaky as the AIDS virus where you 

O 



ERIC 



34 



do not know what is going • come next or where it is going to 
come from. 

I know this is tou^. Dr. Windom, I do not know if you and I 
have had pn appropriati0ns session yet, but I have gone through 
this for six years where it is very difficult to elicit from the men of 
science, which you are, the accurate response when indeed you 
have had nuniberB pushed down your throat from a political docu- 
ment rather than a scientific document. 

BAaybe you read the numbers differently than I do, but if indeed 
the Administration '88 request does not include a delay of '87 
funds, is it true that it will be $600 million less for NIH than in 
'87? 

Dr. WmDOM. Thank you. Senator, for the comments at the begin- 
ning and also at the end, and I want you to know that we are very 
pleased to work with you and cooperate in these efforts. 

Now, the question you asked specifically is ''WiU there be a de- 
crease?*' You are correct: Without the carryover provision, the Ad- 
ministration's 1988 recpiest is $600 million less than the 1987 ap- 
propriatifm. This is the reason the carryover proposal is so very im- 
portant What we are doing is addng that there be 700 fewer new 
grants awarded this year. Now, that still leaves 5,600 new grants, 
new awards, new research projects to be granted. 

We are cutting down in the ai^o^mt in order to take that $334 
million and transfer it over to the next year. This does not mean 
that any of the current research projects that are ongoing will be 
decreased or stopped. 

As you mentioned, it is true that an estimated 65 percent of re- 
search performed in one area, something spms off to the other, as 
you mentioned with Herpes. Those basic research programs are 
continuing. 

So we have to look at the new awarded program request for 5,600 
grants, and look at those in priority. Therefore, we are educing 
the 6,300, down to 5,60' , but still maintaining priority for AIDS be- 
cause of its impact on the country. We have given priority to that. 

So we will have to level off somewhat, but the total number of 
grants is stiU hi^ It is the highest ever. 

Senator Wxickkr. Fair enough, and I do not dispute exactly what 
you have said But, please, everybody understand that what is 
said is that within the scientific challenges to this nation, 
is a priority. 

I come from the point of view that among the priorities of the 
nation as a whole, science is a priority, and science falls between 
the cracks as compared to other endeavors of the government 
where there are substantial increases. 

One last question to either you or Dr. Koop, or both. In the Sur- 
geon General's Report on AIDS, you state that in the year 1991— 
and we are only talking four years from now— an estimated 145,000 
patients with AIDS wfll need health and supportive services at a 
total cost ct between $8 and $16 billion. 

Now, mind you, I have just been talking about a $5 billion NIH 
budget for '88. We are taUcing, according to the Surgeon General, 
about $8 to $16 billion in health and supportive services in 1991. 
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Have any of you got any idea as to how we intend to start to 
marehal our r^urces to pay for this tab, and has the Administra- 
ti<n been so notified that this problem is coming over the hill' 
Dr. Kpop. I would be glad to defer to DrWindom. [Laughter.] 
Dr. WiNDOM. Yes, sir, it is coming over the hill and frmn the 
HiU. We are concerned about this, and that estimation is based 
upon the mformation we know today, and that is all we can use to 
project. 

With the mechanisms we have in place and the cooperation of 
btates and local communities in dealing with the diseaseand man- 
agenaent, we need to and we are planning to expend the money and 
project forward and work toward that goal. u > «ma 

Senator Wdckir. Well, I thank you very much. 

Dr. Koop Senator Weicker, I have the information you requested 
about how to obtam copies of the Surgeon General's Report. 

Senator Weicker. Dr. Koop, I wish you would give that informa- 
tion. 

Dr Koop. For a free copy of the Surgeon General's Report on 
nc^bmL!^^^^K^ ^ 14252, WasWngton, 

Senator Weicmil I just want to repeat on this again, this is the 
Suigeon General^ Report on AIDS. fiVhould be irTevery home in 
this nation, and I would ask Dr. Koop once again to give the maU- 
1^ address and the jrfione number in order to get a copy of this 

K. Kpop. The mailing address for a free copy of the Surgeon 
S!!?®™*nJ?®§S;*..°° ^ P<«t Office Box 14252, Wash- 

OT^taJf telephone numbers, 800-443-0366 

Senator Weicker. Thank you very much. Thank you, Mr. Chair- 
man. 

The Chai rman. Senator Metzenbaum. 
ujS'!??'' 5f^T^BAUM Dr. Koop Dr. Windom, I do appreciate the 
kmd of leadership you have provided in this area and your willing- 
ness to speak very bluntly and openly about that which is obvious- 
ly one of the most challenging medical problems this nation has 
raced m many years. 

I am particularly concerned about the problem of AIDS with re- 
o^t^'^SS?*?- u P^l' 308 cases of AIDS in 

^11^^ There are estimates that there 

are^2,000 children who are inHicted with AIDS but who do not get 

Most children got AIDS from their motherp who were drut ad- 
dicts, and I Jme childrM are infected through blood transfiwions. 
Some estimate that 100 to 300 babies with AIDS have been aban- 

ThP SJ?^^w ^ Parente. most of whom are drug addicts. 

Ihe fact IS that efforts to place these children in foster care or to 
set up group homes for them have run into community opposition. 

In the last session of Corigress I succeeded in setting attached to 
S. 2345 an amendment that would mstruct the Secretary to under- 
A?S?'®y^° estoblish the following: A, the number of cWldren 
with AIDS nationwide who have been abandoned by their parents 
and who are livmg in a hospital environment; B, the nuinber of 
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such children who have been placed in foster care; C, the problems 
being encountered by social service agencies in placing children in 
such care; and, reconunendations for improving the care of pedi- 
atric AIDS cases who lack ongoing parentid involvement and sup- 
port 

I cannot think of anything sadder than a little child who has 
AIDS who is rejected. Nobodor wants the child. The child is prob- 
ably not even aware in some instances that he or she is being re- 
jected, too jrounjS to comnrehend that 

My question is, even though this amendment was adopted by the 
Conumttee, the bill itself never passed, might your ofBce be willing 
to provide that information for us so that we might see what we 
could do from a legislative standpoint to help you. 

I think if we do not get at the facts with respect to the number of 
children afflicted with AIDS, we are going to have great difficulty 
in dealing with the issue. 

Dr. Koop. Senator, I think you remember thet my background is 
pediatnc surgery, for 35 years. 

Senator MwrasBAvu. 1 know that 

I f. KoQP. So I share your concern about the children, and al- 
though I am not in active practice, I still maintain lines of commu- 
nication with my pediatric colleagues and the question you have 
raised is, to them, a veiy serious one. 

One of the problems m a city such as New York is that so many 
babies bom to cocaine^addicted mothers or to a mother who has 
AIDS are abandoned; I suspect that your estimate is probably low, 
sir. 

I will tell you what is going on in government in reference to 
trying to come to closure on this issue and answer some of the 
questions that your amendment addressed. 

There will be a meeting next month in Atlanta at the Centers 
for Disease Control on children's AIDS, and I have been working 
for several months now pulling together a Surgeon General's Con- 
ference on AIDS in Children, to be held at the Children's Hospital 
of Philadelphia in April. 

And I think by tl^ time May rolls around^ we will have most of 
those statistics that you wanted, and I hope will have in place in 
the private sector better means of coping with the abandonment 

Jirobiem and better means in social service of finding some kind of 
bster care. 

The migor problem with foster care. Senator^ is that the stigma 
of AIDS and the misinformation that it is transmitted by non- 
sexual, casual contact is the bamer to taking care of these young- 
sters, but I think we can overcome that. 

Senator MnzENSAUii. And do I understand that as a result of 
these meetings that probably by about May or later in June, most 
of the information that we would have obtained through our 
amendment will be forthcoming? 

Dr. Koop. Yes, sir. 

Senator Mrzenhaum. Good. 

No^r, according to a recent press report, an anonymous AIDS 
testlr^ site in Manhattan has a waiting list that is two months 
long, what is the situation as you understand it to be vriih respect 
to testing, and can people in high-risk groups get tested promptly 
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80 that they can have the test without being exposed to the embar- 
rassment and some of the other problems that JreTbvioS sincJit 
<*<f8 have that kind of stigma attached to it? ' 
m5«irS^« "^^^ that you could suggest, a procedure, sc that at a 
mmmium, there would be available testing sites where - >oDle 
would b^ able to nrotect their identities? * ^ 

aboSt SSSnV.^^Ly"'® of enthusiasm 

Kr^l^S2^^&' ^""^^ ^ ^^""^ to the Sui^eon 
SSnSi^zy^Sg**^* encourages voluntazy testing rather Than 

t^e'lLW^t'SS^ffior ^ ^^^^^ 

iuliM^t^ wherethe federai government can get into that local 
jurwdiction m any .ay, except to give advice and help when askS 

Senator Mettenbaum. Can the federal govei iment be a nrod*? In 

s°2^?n'NlJf v*^ n ^ t^'^^ thaTthere is%''^iiiS 

sae m New York does not help you. If you live in Denver the fort 
that there is a testing site in Qeveland does not hLlp you 

the'^auS^toSl'ij'" -"^^ - 

u^?^"^**"" ^^^«^UM. Now, Dr. Windom, your testimony out^ 

j^' f^** I am glad to see that. I think that you are 
movmg very definitely in the right direction. ^ 

on ir^^'i.if T J?L«'»«raturate the Administration too heartUy 
JLr iSK^.!? T f^"*®* tl^at in the initial fisc^ 

S^^h'^^Safp^Sfi -"^^ - reduction in AIDS re- 

^•Sf'^i^^v^ "'•'.that the Administration has responded 
fhF;^!LL^** progressing each year, realizing more anfmore 
the importance an<f the significance of thir diseaie, and is askSe 
for even more money for fiscal 1988 asiung 

anr^^JtJ^J^S^w"*- f '^^P ''ho is the former Assist. 

wf.mSfL°^ ' '^ro**' The Department of Health 

to ?,n^^«^«?"^i^ has idUed to give firm direction to the efforts 
to understand and control the disoase and it has provided no ove^ 

MDS™Site.'P'°^"" ^ physicians in hoJ best to Sre for 
How do you respond to that charge? I want to say that I think 
the recent report iTexcellent, but wi are tXng atout m onS 
^'^y^^^^y rather then today, if tS ^ dXSf 

n,.^vJ!^i!?°°**' ' J5^e actively involved through a 

w^U? a moAiXTrn for Dise^ise Control oubSel 

weekly a morbidity and mortality report that features AIDS very 
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often, and that is published in the Journal of the American Medi- 
cal Association and other publications. 

We have cooperated, also, with phy&^wians in putting on com- 
bined conferences throughout the nation for education and infor- 
mation to them. So I feel that we are very actively involved in edu- 
cating the medical profession. 

Senator Mrr^^mAUM. I am always concerned about the possibili- 
ty that there is a lot of research going on, but it fails to liave any 
coordination. I remember many years ago, as a private citizen, I 
was national co-chairman of the Citizens Committee, Commission, 
or something, To Conquer Cancer. 

I had the feeling that there was not that kind of coordination 
that was so important and so vital. What kind of federal supervi- 
sion do we have today to coordinate the various clinical investiga- 
tions that are underway at this time? 

Dr. WiNDOM. Senator, we have a very active program among the 
five agencies of the Public Health Service, a coordinated research 
task force looking at drugs, vaccines, and also biomedical basic sci- 
ence research, and it is ongoing and increases its efforts all the 
time. 

Senator Metzenbaum. How much of the current research is 
being funded by private sector companies with federal dollars? 

Dr. WiNDOM. Well, there are grants that the Public Health Serv- 
ice makes to private institutions for research scientists to do re- 
search there, and along with those grants from the federal govern- 
ment they also have either State or private funds. 

I do not have a figure. Senator, at this moment. We can get that 
for you if we could figure out the exact numbers. I do not know 
that, though. 

Senator Mktzenbaum. I would appreciate that figure. 

Now, let me ask you, the FDA considers this research, as I un- 
derstand it, proprietary, and therefore information cannot be made 
public unless the company agrees. Is that correct? 

Dr. WiNDOM. Unless the company 

Senator Metzenbaum. If federal funds are used and the private 
drug company conducts its investigation, the FDA, as I understand 
it, considers the results of that investigation proprietary and the 
results ccumot be made public unless the company agrees. Now, 
was I misinformed on that? 

Dr. WiNDOM. Are you referring to the studies that are presented 
in the information to Ihe FDA for evaluation c/[ the drug? 

Senator Metzenbaum. Well, I am talking about the research 
being done by the private sector with federal funds and then the 
submissions to the FDA. for approval to market and the question of 
where the public dollars fit into that picture and where the public 
interest fits into that picture. 

Dr. WiNDOM. W' *\ publ' dollars in certain instances are not in- 
volved at all bect joe the research is funded strictly by the drug 
company. If it is in collaboration with studies that are being done 
at our various health agencies and Nationid Institutes of Health, 
the federal govemme : is involved in helping direct those research 
studies, clinical studies, and clinical trials. 
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Then, in combination, the drug goes to the FDA to see if it is ap- 
proval for general use and then given to the public. I think there 
IS definitely a correlation with both interests. 

Senator »ferzENBAUM. My concern— and the Chairman has 
pointed out that my time has expired, but my concern is that feder- 
al doUars are used. The private company using it, conducting the 
rese«ch, then gets to a point where it wants to go to the FDA, and 
at what pomt does this information become available so that not 
only that company can use it, but other companies as well, and 
that it becomes a matter of public interest being served? 
^Dr. WiNDOM. As soon as that evaluation has been completed 

Senator Metzenbaum. Pardon? 

Dr. WiNDOM. As soon as that evaluation has been completed to 
determine that that drug is safe and effective, and then it goes to 
the pubhc. I am not aware of any reason that that would be with- 
held. 

Senator Metzenbaum. No, but I am talking about the steps 
before it gets approved by the FDA. 

I>r. WiNDOM. It has to meet certain criteria of clinical trials to be 
studied m human beings. Some studies are done by the strictly pri- 
vate sector; others are done in combination because of the work 
through our National Institutes of Health. 

Senator Metzenbaum. WeU, I have some further questions on 
this because I am not sure I am satisfied with the response, but we 
can talk further privately. 

]ftr. WiNDOM. I will try to clarify that later. Thank you. 

The Chairman. I think if I could just underiine what Senator 
Metzenbaum— I think there is a sense of urgency about this whole 
proposal which I think we feel, certainly from being out and talk- 
ing to our constituents. 

We believe that both of you obviously ere committed to it, but we 
are constantly mundated about the slowness of the bureaucracy, 
the failure of meetings to take place and other kinds of urgency 
that we hope can be expressed with leadership within the Adminis- 
tration. 

I am sure that Senator Metzenbaum has other questions, but 
that IS something that I am constantly asked about. 

Dr. WiNDOM. Senator, may I answer in response to that, that 
^!rX.}^ ^P^^^^^r did we have evidence that there was even a pos- 

sibihtv that. M o.... oommissioVier 

^..**Ai6 mm me rxiA to give top priority to evaluation of that drug 
or any pew drug that comes forward that shows promise to go 
through the process as a priority, and that is being done. 

The Chairman. Senator Simon. 

Senator Simon. Thank you, Mr. Chairman, and my apologies for 
being here just very briefly, but we are voting in another commit- 
tee and I am gomg to have to return there. 

Justa couple of general observations and then one specific ques- 
tion. One IS I am concerned as I look at the NIH budget. I am 
pleased that we are moving ahead on AIDS research. I hope we do 
not, as a result of AIDS research, pull back on research on cystic 
iibrosis, arthritis, cancer, and everything else. 
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Second, I join my colleague, Senator Metzenbaum, in this tragic 
situation that affects children, and I am pleased that you are going 
to Atlanta and moving on this. 

Finally, and this is my question, I spoke a few weeks ago at St. 
Peter's Lutheran Church in Manhattan in New York City, and 
while I wi\B there for that particular event, they mentioned they 
have a program to help AIDS victims. They told me how it 
emerged. 

They had one person in their congregation with AIDS and he 
mentioned there were others with problems, so once a week they 
started having a meal and counseling for AIDS victims. The^ now 
have in a short time 55 AIDS victims showing up at this one 
'church. 

There is obviouslv a desperate need both for the food, I guess yr 
tue company, and tor the counseling. Are we doing anything to en- 
courage the private sector or public agencies to get involved in that 
kind of thing? 

Dr. Koop. I think all of us who speak for the Public Health Serv- 
ice around the country, sir, do talk about the effectiveness of the 
private sector in this regard and encours^e it to function. 

preparing my report, I did meet with 26 groups in the country 
that nave interest in AIDS, and they included the National Council 
of Churches representing so many Protestant denominations; also, 
the Baptists, the largest Protestant denomination. 

We met with the cardinals and the archbishops of the Romor 
Catholic Church, and also with the Council of Synagogues And 
there is no doubt that they may have been slow to awaken to this 
social responsibility, but I would say that they all expressed a great 
eagerness to go forward in the kinds of things that you have de- 
scribed at St. Peter's. 

Elsewhere, as you may know, in New York, especially under th^ 
auspices of that Koman Catholic archdiocese, there has been a tre- 
mendous amount of work. St. Claire's Hospital, for example, is a 
haven for AIIXS victims and it hab outreach to halfway houses, and 
so ^orth. 

So I would suspect over the next several years you wouM see a 
tremendous increase in the response of the private r?ctor jost as 
you saw at that church. 

Dr. WiKDOM. Senator, -^ve four n^ajc/ areas of our coimtry 
with demonstration pro/ managing and handling AIDS pa- 

tients, and I want to p particularly that private founda- 

tions havv also fimded a > t moie of the centers. We are defi- 
nitely looking tow»rH thrx ai .a of ne'ni to be served. 

Senator Simon. I thanic you. Thank you, Mr. Chairman. 

The Chairbaan. Just a final point ti ^t I would likf to make. Sen- 
ator Weicker mentioned what the pxojec ed figures would be in 
1991 for the care of these victims, as mentioned in the Surgeon 
General's Report. 

The principal way in ^hich manv of those victims are going to 
be cared for is going to be through Mr^ricaid, and yet the Adminis- 
tration is proposing to cut back Medicaid about $20 billion over the 
next fi^e years. 

So I do think if we are going to be tair as a society in coming to 
grips with this whole kind of issue and work together, it is going to 
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be the rssearch, it is going to be the education, and it is going to be 
the care, and we have to be realistic. Otherw ^e, we are really not 
doing the kind of job that we should. 

Senator Wkickkb. Mr. Chairman, just two things. I concur with 
the Chairman s remarks. Senator Hatch is not here and he has a 
statement that is going to be placed in the record. 

[The prepared statement of Senator Hatch follows ] 
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Statement of Senator Orrin G. Hatch 



Acquired Imnune Deficiency Syndrome Hearing 



I am pleased that Senator Kennedy is followina up on the 
hearing I chaired last April on Acquired Immune Deficiency 



Syndrome (AIDS). Our witnesses today will provide more insight 
and information about what some have called our nation's, and 
possibly the world's, number one health problem, AIDS. 

In my own state of Utah. 49 people have contracted this 
deadly disease. They are among the 29,435 cases of AIDS reported 
in this country which have lead to 16,667 deaths. Just last 
week, 186 Americans died of AIDS. But more are affected. 
Another 250,000 to 300,000 people have symptoms, called AIDS 
Related Complex (ARC), from exposure to the AIDS HTLV-III virus. 
Unfortunately, many of these individuals will eventually develop 
AIDS. And it doesn't stop there. It is estimated that 1.5-2 
million Americans have been exposed to the AIDS virus. At least 
30% of those will die within the next five years unless we can 
find a cure. 

For obvious reasons, the Department of Health and Human 
Ser^'icea has declared AIDS its number one h alth problem. It is 
responding to this epidemic with a three pi'-nged attack — 
through research on treatments, through research on a vaccine, 
and by educating the public about how to Prevent the spread of 
AIDS. 
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We have heard a great deal recently about new treatments 
for AIDS. I was pleased to learn that we have finally taken our 
first small step along this path. One study has indicated that a 
new drug, AZT, can slow the progression of AIDS. In addition, 
there are several other studies nearing completion which 
hopefully will also show encouraging results for other drugs. We 
have started, but we still have a long way to go. 

Over the last 4 years, the federal government spent more 
than $186 million on AIDS treatment, research, and this year the 
Reagan Administration has requested $154 million, a 43 percent 
increase from last year, in addition, private pharmaceutical 
companies are also investing a great amount of their own capital 
into finding es and treatments for AIDS victims. 

One area which may require our attention is the Food and 
Drug Administration's (FDA) approval process. Some critics feel 
that the traditiv^nal cautious approach of the FDA may not be 
appropriate when facing a life-threatening disease with no known 
treatment. This is an issue I intend to pursue. 

Throughout this discussion, it is mportant to realize that 
we ai .ot yet talking about a cure, only slowing the progression 
of the disease. Most experts feel that a cure js years off. But 
if a cure can be found, it will be found. 
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'he second prong of our attack has been to work to develop 
a vaccine* From 1984 to 1988 the federal government wil^ spend 
nore than $110 million to develop a vaccine. 'Jnfortunate} 



while we have i ide great progress, there are a number of 
technical, ethical, and legal problems which stand in the way. 



The first step in the development of a vaccine is to learn 
about the cause of AIDS. We will have invested more than $500 
million to learn about AIDS by the end fiscal year 1988. As soon 
as the virus was identified, several companies started work on 
vaccines. Fortunately, as you will hear later from Genentech, 
the field of gene transferring has progressed to the point that 
it offers the hope of rapidly developing a vaccine. 

There are still a number of technical problems. The AIDC 
virus has the ability to rapidly chang(>. Because of this, more 
than one vaccine may be necessary. 

Once an experimental vaccine is developed, testing it 
presents a number of proble'tis. Because of the long incubation 
period of AIDS, any experimental vacrine must be given to large 
numbers of individuals in order to find out if it Is effective. 
Those individuals would then need to be followed for a namber of 
years. This is both time consuming and expensive. 

Giving an experimental vaccine to a large number disease 
free Americans raises a number of ethical questions. There is 





45 



Page s 

always the chance that more people will be injured by the 
experimental vaccine than are helped. Can we ethically subject a 
larg^ nu...,er of people to that risk? 



Even if the technical and ethical obstacles to a vaccine 
are overcome, there are still legal obstacles, with our current 
liability situation, many companies are reluctant to subject 
themselves to the potential liability of producing an AIDS 
vaccine. More reforms in the areas of medica? and product 
liability nay be needed. 



The good news is that we can do something about AIDS today. 
AIDS is a preventable disease and each of us can protect 
ourselves. We know thah -tds is primarily contracted from IV 
drug use, sexual contact both homosexual and heterosexual 
and now rarely from blood products. And we can now say that 
there is no risk from casual contact with an AIDS patient. 

From 1984 to 1988 the federal government will spend almost 
$300 million directly on AIDS prevention efforts, other 
federal programs will also has an impact on this effort. For 
example, last year, we authorized $470 million for education and 
treatment of drug abuse, which should also help prevent AIDS. 

While we pursue a vaccine, work on a successful treatment, 
and continue to educate the puolic about how to prevent AIDS, we 
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shouldn't forget an Important fourth component of our policies — 
compassion. 

Others of our citizens will die before the fight against 
AIDS is won. They need our support. They need our compassion. 
They need the hope of a cure that medical re »earc^ provides. And 
they need to have treatment options available. For example, home 
health care is a viable and compassionate treatment option for 
many AIDS victims. I will continue to pursue home health care 
legislation as a reality for chronically ill Americans. 

In addition to providing a compassionate alternative to 
traditional hospital based care, home health care also makes 
economic sense. In the case of patients with AIDS, health care 
costs can range from $150,000 to $170,000 from the time of 
diagnosis to death. Home health care can reduce that cost to 
around $50,000. 

Before I close, I would like to add one personal note. As 
I mentioned earlier, last yet. I chaired a nearing on AIDS. One 
of the witnesses at that hearing was a victim of AIDS, Mr. Nathan 
Smith, immediate past president of the National Hemophilia 
Foundation. Several months after that hearing Mr. Smith died 
from his AIDS. I want to take this opportunity to express my 
sympathy to his wife and family. He was a courageous example of 
facing death, while fighting for life. 
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Ke are facing a disease ^oday which is taking tremendous 
toll. We have and will continue to dedicate whatever resourcei 
are necessary to stop AIDS. Congress, as always, has a 
responsibility to see that money is used responsibly, i am 
confident that we will win our fight against AIDS as fast a 
humanly possible. 
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Senator Weicker. He has asked that I read the last paragraph of 
his statement. He s^, ''Before I close, I would like to add one per- 
sonal note." This is Senator Hatch, now. 

As I mentioned earlier, last year I held a hearing on AIDS. One of the witnesses 
at that hearioff was a victim of AIDS, Blr. Nathan Smith, immediate past president 
of the National Hemophilia Foundation. 

Several months after that hearing, Bir. Smith died from his AIDS, and I want to 
take Uiis opportuni^ to express my sympathy to his wife and family. He was a cou- 
rageous example of nicing death while fighting for life. 

^e are fiacing a disease today which has taken a tremendous toll. We have and 
will continue to dedicate whatever reeources are necessary to stop AIDS. Congress, 
as always, has a responsibility to sea that money is used responsibly, and I am confi- 
dent that we will win our fight against AIDS as fast as humanly possible. 

Senator Hatch wanted to make certain that that statement was 
read into the record. 

Lastly, a lot of money is being talked about here and I want to 
make one point, and I get back to the Surgeon General's Pcport 
where he said the feeling was that somehow people from certain 
groups deserved their illness. ''Let us put those feelings behind us. 
We are fighting a disease, not people." 

I want to point out, in case there are those who are still sitting 
in sanctimonious chairs passing judgment on others, that the 
money that the United States government, the taxpayers, have 
spent to cure the ''normal" sexual diseases over the decades far 
surpasses the monev that we are talking about here. 

So let not no or 9 think that for some reason or other this is 
something special that we are attending here. When somebody is 
sick in tlus nation, as the Surgeon General points out, we take care 
of them. We try to find the cause of the sickness; we try to cure it. 

This is not any time for anybody to go ahead and start pointing 
fingers at anybody else. This has been our heritage, and it has been 
our heritage as far as other sexual diseases are concerned and we 
are doing no more now than we did decades ago. We are all in this 
together. 

The Chairman. Thank you very much, Dr. Windom and Dr. 
Koop. We appreciate very much your presence here. 

Our second panel will be the two co-chairs of the blue ribbon Na- 
tional Academy of Sciences Panel on AIDS. They are Dr. David 
Baltimore, Whitehead Institute at MTf, and Dr. Sheldon Wolff, of 
Tufts University and the New England Medical Center. Dr. Balti- 
more chaired the panel on research; Dr. Wolff ch£urcd the panel on 
education. We appreciate their being with us here today. 

We would understand about 20 seconds of restlessness and then 
we are going to ask for the room to be quiet so we can hear this 
very important testimony. We have got threiSe panels and, realisti- 
cally, probably two more hours available to us. 

We do not want to inhibit the presentations, but we would indi- 
cate to all our witnesses that their statements will be filed in their 
entirety. We will try and shorten our questions and make them a 
little more precise, less wordy, but we will try and move along. 

Our next two panels are enormously interesting in terms of what 
is happening in the world and then an update on what is happen- 
ing with the vaccines, which is going to be, I think, extremely im- 
portant in rounding out our hearing. 
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So we will start with Dr. Baltimore. I want to welcome him both 
as the Chairman of the Committee and also personally. We are 
glad to have both of you here. 

Dr. Baltimore. 

STATEMENT OP DAVID BALTIMORE, DIRECTOR, WHITEHEAD IN- 
STITUTE FOR BIOMEDICAL RESEARCH, MASSACHUSETTS INSTI- 
TUTEO F TECHNOIXMSY, CAMBRIDGE, MA, AND CO-CHAIR, COM- 
MITTEE ON NATIONAL STRATEGY FOR AIDS, NATIONAL ACAD- 
EMY OF SCIENCES; AND SHELDON M. WOLFF, M.D., ENDICOTT 
PROFESSOR AND CHAIRMAN, DEPARTMENT OF MEDICINE 
TUnS UNIVERSITY SCHOOL OF RfEDICINE, AND PHYSICIAN IN.' 
CHIEF, NEW ENGLAND MEDICAL CENTER HOSPITAL, BOSTON, 
MA, AND CO-CHAIB^ COBIMIT. JE ON A NATIONAL STRATEGY 
FOR AIDS, NATIONAL ACAOEfifY OF SCIENCES 

Baltmore. My name is David Baltimore and I am Director 
<w the Whitehead Institute for Biomedical Research and Professor 
of Biology at the Massachusetts Institute of Technology, and a 
Nobel laureate in medicine. 

I OHjhmred the study that produced the recent report, "Con- 
fronting AIDS, for the Institute of Medicine and the National 
Academy of Sciences. As part of that task, I also headed a panel on 
research needs and opportunities. 

I should like to emphasize certain points in our report. 

The speed and effectiveness with which research on AIDS has 
bee a earned out has been phenomenal. The disease was first recog- 
m .ed in 1981, and within two years the first report of a causative 
ai^ent had appeared. 

There folIow«i a veritable explosion of new information about 
the virus and the diseases it causes. This progress came about as a 
direct consequence of the many biUions of doUare that the United 
btates Congress has appropriated for basic research in biomedical 
science. 

It was a vindication of the longstanding recognition by commit- 
tees such as this that we must learn all we can about life processes 
because we never know just what information is going to be rele- 
vant to copine with our health needs, a point that both of the Sena- 
tors have made very eloquently. 

The extraordinary success in identifying the agent and in devis- 
ing a blood test for it has not been followed by great progress on 
the two fronts we care about most, production of a vaccine and de- 
velopment of an anti-AIDS drug. 

Let me describe a bit wherein the problems lie. AIDS is a disease 
caused by a virus, but the virus has a peculiarity. It does not 
induce an effective antibody response. The consequence is that the 
virus contmues to grow inexorably in contrast to the usual virus 
mfections which are limited by the body's production of antibodies. 

A second conseguence of the poor antibody response is that pro- 
ducing a vaccine is going to be very difficult because we will have 
to tnck the virus rather than using our usual tactic of getting the 
virus to do the work for us. o -o 

Drug development is going to be equally hard. No other virus dis- 
ease has ever been cured by a drug, although some have been held 
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in check. Thus, we have the rare situation of a virus that does not 
stimulate the body^s protective system, where artificial develop- 
ment of protection is probably going to require development of un- 
precedented strategies, and where drug treatment would be a 
upique achievement. 

Clearly, the AIDS virus poses a uniquely difficult problem to 
medical science, one to which we cannot expect to have a rapid re- 
sponse. In fact, the speed with which drugs of at least partial effec- 
tiveness have been found is amazing and quite Ratifying. 

The research needed will require the comnutment of the entire 
scientific community inside government, in the academic world, 
and in private industry. A crucial part of the effort will be work 
with animals, particularly primates, that provide the only useful 
models we have for understanding and developing treatments and 
prevention for the human disease. 

To get the involvement of everyone who has something to offer, 
we need many things. We need to upgrade facilities at universities 
and research institutes around the country. We need to bring to- 
gether the private and public sectors. We need to encourage the 
free and rapid dissemination of research material. 

We need to seek out the most innovative members of the scientif- 
ic community and see that they become involved. We need to in- 
crease our efforts in basic immunology and virology to provide the 
information base for coping with the disease. 

We need to expand research on primate and to encourage more 
trained virologists and immunologists to become interestedf in pri- 
mate research. All of this requires mon«»y, so we must be prepared 
for larffe research expenditures. 

On the other side, I think we should avoid tendencies to central- 
ize efforts, to set up czars of research, or to tiglitly direct programs. 
Those tendencies stifiQH'ather than encourage creativity. 

To optimally deal with the problems posed by the AIDS epidem- 
ic, the National Academy of Sciences and Institute of Medicine 
Committee made a series of recommendations. 

First, that we respond now by a massive educational program to 
liifiit high risk activities because we cannot hope to soon enough 
protect people by a vaccine. Dr. Wolff will comment further on that 
program. 

Second, that we commit ourselves to a long-term research pro- 
gram to find the strategy that will successful^ produce a vaccine 
and to learn the secrets of the virus so that we can most effectively 
produce drugs. This effort we expect to require $1 billion of re- 
search fimds by 1990. 

Third, we do not try to steal the money for this program from 
other biomedical research efforts, because we need to be readty to 
cope with future health emergencies and we have many health 
problems to d^ with other than AIDS. 

Fourth, a national advisory panel be established to oversee the 
anti-AIDS efforts because it requires integration of many sectors, 
including industry. State and focal government, and the federal 
government. 

This should be an ongoing panel that should also serve the neces- 
sary function of reporting to the American people periodically on 
the spread of AIDS and the prospects for control. 
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i" *lh, the President exen personal lea ership in the ant: AIDS 
campaign because a disease that will soon count its victims in the 
hundreds of thousands is a national catastrophe. 

Sixth, the United States play a mcgor role in efforts to under- 
stand and cuit AIDS internationally because of the enormous mag- 
nitude of the problem, especially in Africa; because we have much 
to learn about how AIDS is spread from studying the problem 
abroad; and because o\ thf^ United States' traditional role a ^ leader 
in world health efforts. 

Thank you. 

[The prepared statement of Dr. Baltimore follows:] 
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Statement by David Baltimore, Ph.D., director. Whitehead Institute for 
Biomedical Research, and professor of biology, Massachusetts Institute of 
Technology 



Conironting AIDS for the Institute of Medicine/National Academy of 
Sciences. As part of that task, I also headed a panel on research needs 
and opportunities to thwart the AIDS epidemic and control the spread of 
its causative agent, human immunodeficiency virus (HIV). 

The needs of an adequate research program against AIDS are so numerous 
as to be intimidating. But the imaginativeness of research performed thus 
far and the swiftness of acquiring knowledge through that research give 
hope that further success is largely a matter of money and time. Federal 
money and federal researchers have fostered -auch of the progress made in 
understanding AIDS. The funding of future research will continue to be a 
responsibility of the federal government, but the scientists engaged in it 
should represent a stronger participation by talented investigators from 
the universities and from industry. 

At this stage m the research effort, time is on the side of the 
epidemic. 'n\at is why a major recommendation of our committee was to 
employ education and other oublic health measures that we know how to 
apply now. We believe that a vaccine against AIDS will not be ready for at 
least five year*» and probably longer. Suitable drugs against HIV infection 
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aXso are a number of years away; promising candidates foi ,rug therapy 
must yet undergo much testing 'or efficacy and safety. 

A better understanding of the ^asic biologicaX processes of infection 
with HIV is required for the deveXopment of vaccines and drugs. The same 
kinds of fundamentaX r< arch in viroXogy and imnunoXogy that have enabled 
finding the cause of AIDS should lead eventually not only to its control 
but also to the vanquishing of other diseases. 

However, success in these ventures is not assured. The ideal drug 
against AIDS both must stop the replication of the virus and permit 
regeneration of the immune system that it crippled. Also, the drug nnist be 
easily administered, preferable by mouth; it mus be nontoxic over years 
of use, possibly a lifetime; and it must reach the brain, where infection 
now is known to have dreadful consequences. No drug has yet been proved to 
meet these criteria. The situation is similar for vaccines. Development of 
an immunizing agent against viruses like HIV has never been seriously 
attempted, much less achieved. Even if the scientific obstacles were 
surmounted, the legal, ethical, and social difficulties m testing such a 
vaccine are enormous. 

Research needs also are great in the s'^'-ial sciences. Much more nmst be 
known about sexual behavior, drug use, and the many other factors that 
contribute to HIV infection. Social science research ran improve the 
effectiveness of education canpaigns aimed at helping people protect 
themselves against infection. 

The methods of epidemiology need to be expanded to enable better 
surveillance of the populations acquiring HIV infection so that ve can 
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datamine the future course of the epidemic, in addition, academic 
laboratories and the ranks of investigators must be expanded. And the 
supply of laboratory animals, p .ncipally non-human primates, needeJ in 
research toward drugs and vaccines must be augmented and carefully 
preserved. 

The money that can usefully be spent in this research against AIDS and 
HIV infection, our coimittee is convinced, should reach a total of $1 
blxlion a year by the year 1990. These funds must be new appropriations, 
not money redirected from other health or research programs. AIDS is a new 
disease, coming on top of all the dread ills we already have to fight. 

The diversity of work to be accomplished-bot' scientific research 
and public education- is so great as to elude successful approach by any 
one entity. Neither the public sector, the private sector, nor any 
particular agency, organization, or group can be expected by itself to 
provide solutions to the multii .-ious problems pose by the disease. All of 
these approaches and entities must be organizaed in a national effort, 
integrated and coordinated so that participants are working toward conuon 
goals and are aware of each other »s activities. 

Toward this end, our committee lecommended that a new entity--a 
National Commission on AIDS--be established to meet the need for guidance 
of the national efforts against HIV infection. The comnission would to 
monitor the course of the epidemic; evaluate research, health care and 
public health needs; encourage federal, staL^, philanthropic, industrial, 
and other sectors to participate; scimulate involvement of academic 
scientists; and generally trpck the epidemic and the work to stem it so as 
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to i \€ recooDendations for better deployment of the resources demanded by 
the sweep o^ the problem. 

The conmission should achieve its purposes by taking an advisory role 
and by acting to bring together the disparate groups whose participation 
is so crucial to halting the AIDS epidemic. The conmission should have its 
o%m budget foi effective operation, but should not dispense funds. 
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The Chairman. Dr. Wolff. 

i« C*fV™^^?®"'^'^ of tJ^e Committee, my name 

M^bheldon Wolff and I am Chairman of the Department of Medi- 

di^V'^rTof ?oS? '"^^ ^ 

Dr. WoLPT. Okay. 

'JTL'*-^M**2?J'^^^ ^ «™ Chairman of the Depart, 
ment of Medicme at Tufts University School of Medicine, and Phy- 
sician-In-Chief of the New England Medical Center 
^„ responsibilities as cochairman of the lOM/NAS study 

an^T^i ^'f *° panel that examined matters of health care 

and public health, mcludmg pubhc education, entailed in stemming 

Sf.o!?'?"'*' °^ «P™^ of infection thS 

CClUacS It. 

The ui^enqr of the situation is only partly portrayed by the offi- 
cial reports of a relentless mcrease in cases of AIDS. This momine 
^iSflf repeatedly about the lai^e numbers of patients bo^ 
infected and sufferiiig with AIDS in this country today 

Most persons with AIM can be expected to die within two years; 
har^y any sunnyt past the third year. The lai^r dimension cf the 
damage IS that thwe victims are only a small proportion of th- 
people already infected with this virus. 

Ai?»J*^ population, however, is not infected with the 

• r!^-^'*^®^®" though some of them are in high-risk groups for 
infection, These are the people who must be reached by a massive 
JJ^d^S^ education campaign to teach them how to 

f«.?«H^ if was a central recommendation of our study. We 

found that education offered the only hope of slowing the spread of 

iffir""AT?fJ y®*" expect it will take to devise an 

etrective AIDS vaccme or therapeutic agent. 

Education, as we mean it, includes inducing, persuading, and 
otherwise motivatmg people to avoid transmission of the vinu. The 

♦u"** ^i^r ^ ^"^^ to impress the target audi- 
ences of the r-Jnl of the mfection and how to avoid it 

larget groups include homosexual men, intravenous drug users, 
sexually-active heterosexuals, and adolescents. Whatever ^macu- 
Sloy ^^^^ languages that educators must 

Our committee expnassed disappointment in past federal educa- 
tion efforts against AIDS. In fact, we described Hs wSy kJS- 
equate However, we were pleased to see the report of the U.S. Sur- 
geon General on AIDS which was released shortly before our 
report, and believe that it is a step in the right direction. 

education campaign, we recommended other 

fo? n^i^i\u T^'^Vi"*'^'?*^ expanded program of testing 
for mfection that is both voluntary and confidential, stronger ef- 
torts m treatirent and prevention of intravenous drug use, and ex- 
periments m furnishing stenle needles and syringe s to intravenous 
drug users. 

All told, the education and public health measures that we rec- 
ommended, can be exptKrted to cost approximately $1 billion a year 
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by the end of 1990. However, those expenditures are to be shared 
among fedensd, State, local and private sources. 

An idea of the expenses that cai mount up to $1 billion a year is 
given by only a few examples. Testing for infection, including coun- 
seling, is estimated to cost approximately $40 per person. Twenty 
million people in this country need to be tested, as a conservative 
estimate. 

The five States leading ir spending for AIDS prevention have 
gone through $117 million in two years, but have had to tap other 
State healUi programs to raise the money. Advertising will be 
needed to push the message of prevention. Conceivably, we m^.^ 
have to spend as much as it costs to launch a laundry detergent, 
which is approximately 50 to $60 million. 

These figures pale, however, in comparison wit^ the cost of 
caring for AIDS patients and persons afflicted with other expres- 
sions of the virus. The annual cost of care for AIDS patients at 
present is estimated to be between 20 and $60,000, while the life- 
time cost pcT AIDS case is seen to range from 50 to $150,000 per 
patient. 

Thus, one could estimate, as wab mentioned earlier this morning, 
that it will cost between 8 to $16 billion in 1991 just to care for 
patients with AIDS. Against such figures, the investment value of 
preventing each new MDS case is a huge bargain. 

The high cost of care for AIDS patients already has grievously 
burdenki hospitals and other facilities in some urban centers with 
a large number of cases. Similar problems can be expected in the 
next few years to engulf facilities not familiar with AIDS. They 
will need the advice o/ those who have learned which techniques of 
care work best. 

Our committee found the most appropriate care emphasized com- 
munity-based services that keep hospitalization to a minimum. We 
already see our recommendations reflected in the recent Massachu- 
setts decision to fimd home care for AIDS, which may be the first 
such action in the nation. 

Intemationcd problems with AIDS and infection by its virus have 
yet to provoke an adequate response from the United States. Par- 
ticularly in developing nations, and especially in the nations of 
Central Africa, the rate of infection with the virus is reportedly as 
great as ten percent. 

Such an involvement with such a dread disease imperils not only 
further development of these struggling countries, but also the 
very survival of their most deprived sub-populations. 

These co ntries have so few health resources that they cannot 
begin to cope with AIDS unless the United States joins in research 
to benefit them and, consequently, us. We also should support the 
newly-expanded AID^ Program of the World Health Organization. 
It was our recommendatu^n that by 1990, our total commitment to 
international efforts should total at least $50 million e year on a 
continuing basis. 

Thank you. 

[The prepared statement of Dr. Wolff follows:] 
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Statement by Sheldon M. Wolff, M.D., chairman, Department of Medicine, 
Tufts University School of Medicine, and Physician-in- Chief , New England 
Medical Center Hospitsil 

I served as co-chairman of the Institute of Medicine/National Academy 
of Sciences study that issued the recent report. Confr o nting, AIDS . My 
particular purview in that study was a panel that examined matters of 
health care and public health, including public education, entailed in 
stemming the epidemic of AIDS and the s^ read of the virus infection that 
causes it. 

The urgency of the situation is only partly portrayed by official 
reports of a relentless increase in cases of AIDS --currently about 35 new 
cases a day in the United States. Most of those persons can be expected to 
die within two years; hardly any survive nast the third year. Thp larger 
dimension of the damage is that these victims are only a small proportion 
of the people already infected with the virus. In five years, 10 times as 
many AIDS cases will have been reported. 

A tremendously bigger population, however, is not infected with the 
virus, even though some of them are in high-risk groups for infection. 
These are the people who must be reached by a massive and continuing 
public education campaign to teach them how to avoid infection. 

Such a campaign was a central recommendation by our study connittee. We 
found that education offered the only hope of slowing the spread cf the 
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virus ovet che years that we expect it will take to devise an AIDS vaccine 
or therapeutic drug. 

Education, as we mean it, includes inducing, persuading, and otherwise 
motivating people to avoi- .nsmission of the virus. The message must be 
as direct as required to impress the target audiences of the peril of 
infection and how to avoid it. Target groups include homosexual men, 
intravenous drug users, sexually active heterosexuals, and adolescents. 
Whatever vernaculars it takes fo reach them are the languages that the 
educators must employ. 

Along with the education campaign we recommended other public health 
measures, including an expanded program of testing for infection that is 
both voluntary and confidential, stronger efforts in treatment and 
prevention of intravenous drug use, and experiments in furnishing sterile 
np-dles and syringes to drug users. 

All told, the education and public health measures we reconnended can 
be expecced to cost $1 billion a year by the end of 1990. However, th^se 
expenditures are to be shared amor federal, state, local, and private 
sources. An idea of the e-penses that can mount up to $1 billion a year is 
given by a few examples. Testing for infection, including counseling, is 
estimated to cost $40 per person; 20 million people to be tested is a 
conservative estimate. The five states leading in spending for AIDS 
prevention have gone through $li7 million m two years, but have had to 
tap other state health programs to raise the money. Advertising will be 
needed to push the message of prevention, conceivably as much as has been 
sptnt to launch a new laundry detergent: $50 to $60 million. 



er|c - « - 3 



62 



wolff stam/waterfall 1.8.87 p. 4 

These figures pale in comparison with the costs of caring for AIDS 
patients d persons afflicted with other expressions of the virus 
infection. The yearly cost of care for AIDS patients is estimated at 
$20,000 to $60,000, while the lifetime cost per AIDS case is seen to range 
from $50,000 to $150,000. Against figures such as these » the investment 
value of preventing each new AIDS case is a huge bargain. 

Our camDittee expressed disappointment in past federal education 
efforts against AIDS. However, we were pleased to see the report of the 
U.S. Surgeon General on AIDS, released shortly before our report, and 
believe that is a step m the right dixection. 

The high cost of care for AIDS patients already has grievously burdened 
hospitals and other facilities in some urban centers with a large number 
of cases. Similar problems can be expected in the next few years to engulf 
facilities not now familiar with AIDS. They will need the advice of those 
who have learned which techniques of care work best. Our committee found 
the k-ost appropriate care emphasized community-based services that keep 
hospitalization to a minimum- We already see our recommendations reflected 
in the Massachusetts decision to fund home care for AIDS, which may be the 
first such action <n the nation. 

International problems with AIDS and infection by its virus have yet to 
provoke an adequate response from the United States. Particulars^ in the 
developing nations, and more especially in the nations of Central Africa, 
the rate of infection with the virus ic anecdotally reported as great as 
10 percent. More than six percent of employees at one hospital there were 
found recently to test positive for contact with the virus. *=uch an 
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Involve«nt with such , dread disease Imperils not only further 
dev,Xop«„t Of the stru««Hn« country, hut also the very survival of .t, 
most deprived subpopulations. 

The., countries have so fe« health resources that they cannot hegin to 

and. conse<,uenay. u.. We .iso should pitch in „ith the ne.ly expanded 
AIDS pro8r«. of the World Health Organization. By 1990. c .otal 
co»it™.nt to international efforts should total ,50 million per year on a 
continuing basis. 

////// 
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The Chairman. Thank you very much, Dr. Wolff, for your pres- 
entation. 

If we start with Dr. Baltimore, the lOM recommended $1 billion 
a year for expenditures on research on AIDS by 1990. Why do we 
need to spend so much money? . . 

Dr. Baltoiork. We need to spend so much money because it is 
such a complicated problem. It takes in so many different disci- 
pline^ and, as I said, it involves inventing new methods of vaccine 
production, new methods of drug development that have not exist- 
ed before, have not had to exist before. 

These are expensive matters partly because we do not know 
where we are going, and so we have to take every avenue of ap- 
proach that might conceivably be helpful. Also, the need for prli*:a- 
tes noakes it a very expensive business because they have to be 
cared for carefully and humanely, but they are very necessary in 
trying to develop models so that we can understand the transmis- 
pion of the virus. 

We do not actually und'^rstand the transmission of the virus ex- 
tremely well in human beings at all. We know who gives it to 
whom* but we do not really know how. Those kinds of things could 
be learned, I think, only by studying primate models. 

So there are huge expenditures necessary. There are very expen- 
sive kinds of research necessary, and we have to bring whole 
groups of people into the problem who have not been involved pre- 
viously, including the acaaemic scientific community. 

The Chairman. The Administration recommends $413 million for 
research in '88. Wha*^ is your medical and scientific evaluation of 
whether that is sufficient? 

Dr. Baltimore. To my mind, that is not sufficient. We were very 
pleaiaed to see that the Administration had recommended an in- 
crease in the AIDS budget, but our own projections— and they are 
not p'-ecise to the dollar — ^ere that it would take $1 billion by the 
199C Judget. 

And projecting that back to this budget, I would think that this 
budget should provide something over $500 mJUion for AIDS re- 
£iearch. 

The Chairman. Do you know where you would pu ne additional 

money? i . ^ i. 

Dr. Baltimore. I woald have to do a detailed analysis of where 
the needs are. 

The Chairman. But you are satisfied that there are 

Dr. Balhmore. I think there are many opportunities where that 
money can be used very effectively. 

The Chairman. It has been proposed that we have a national 
commission on AIDS. What would it do? 

Dr. Baltimore. I think it would help the American public to 
make a continuing assessment of the developments in this area. It 
would help to coordinate activities between groups that have not 
historically been involved with each other, particularly the re- 
search efforts in private industry and the research efforts in the 
public sector. 

It would help to assess the international situation and see its rel- 
evance to the United States. We do not see it as a commission that 
is directing research or that becomes the conduit for research 



ERLC 



68 



65 

funds, but rather a kind of overarching commission that r-iil lock 
at the problem broadly and help people cope with what is an in- 
J society in so many different directions. As 

Dr. Wolff had said, this mcludes health facilities as well as re- 
search. 

The Chair*^. Let me ask Dr. Wolff, one of the knottiest prob- 
lems that we face, it seems to me, is how to conduct a comprehen- 
sive euucation program without offending the sensibilities of many 
people on these delicate subjecid. 

What is your feeling ^bout how we ought to pioceed? 

Dr. Wolff. As you might imagine, we have discussed this subject 
" '^e share your concern about offending people's 

sensibilities. On the other h-md, we feel t at to allow thL disease 
to contmue unchecked is much more offenb. /e. 

We believe that there are means for educating people in a taste- 
n-x way, but nevertheless getting the message across. We feel very 
strongly that one has to be expUcit. In other words to "sa\ it like it 
IS If we are to get . rough to the groups that we are interested in 
reaching. 

Certainly, there are some of r very sensitive issues that seem to 
be handled m very open ways .n our media • ithout offending a lot 
of people's sensibilities. 

The Chairman. No problems in killings and shootings rnd v. • 
lence on the television. 

Dr. Wolff. Right, correct. 

The Chairman. And yet sometimes there is hesitancy in matters 
which can make the difference between life and death 

What leads you to believe or what evidence is tt. e that these 
education campaigns, these efforts to change behav d patterns, 
can reidly be effective? 

Dr. V;oLFF Well, there is some correlative evidence. When the 

gay community 

T^ie Chairman. There is what kind of evidence? 
D'. Wolff There is supporting -vidence. 
The Chairman. Fine. 

Dr. Wolff. When the gay community began very intensive local 
educational activities in plar-s Hke San Francisco there was much 
wider use of condoms and associated xually-transmitted diseases 
such as anal gonorrhea dropped by 90 percent v-ithin a year. 

Snnre we know the use of condoms w" t,..,p the passage of virus 
*"nSL o ""^^^iPi®"*' we believe that the same thing would happen. 

1 he Chairman. Do you wr it to comment on the i^dministra- 
t'ons budget figures again in order that we have sone kind of 
SS?* ^ ^® ^° thivjgh this process in terms of staking out pri- 

Dr. Wolff. Yes. 

The Chairman. It is about $121 million. 
Dr. Wolff. Yes. 

"The Chairman. We recognize, as Dr. Baltimore said, ve are not 
just talking about federal; we are talking about States, local com- 
munities, groups, business, church groups, and others 

But given the amount of your own consideration, the consider- 
ation of the commission on this issue of education, are there 
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enough resources there, with $120 million, to do the kind of job 
that should be done? 

Dr. Wolff. No, as you know, we asked that $1 billion be made 
available by 1990 for public health measures and public education. 
This money was not just for advertising or just for public educa- 
tion. It was for testing, it was for cotmseling, it was for trying to 
improve in some way the handling of drug abuse; not the interdic- 
tion of drug abuse, but rather the treatment of drug abusers. 

We heard in some of our hearings in New York, for example, 
that methadone clinics were over-subscribed; drug abusers could 
not get into them. It cost about $3,900 a year to maintain a patient 
on methadone. It costs up to $150,00" to .reat r case of AIDS. We 
think that the trade-ofT is considerable. 

The Chai^4AN. I would ask you both, on the irecommendation of 
the Administration in terms of the budget, we liave this reduction 
in NTH. As re^ rch scientists who are s* "ongly committed on 
AIDS, is this a . ;oublesome factor? Are you concerned not only 
about the priority that AIDS has, but are you concerned about the 
withdrawal of fimding for these other areas of research as well. Dr. 
Baltimore? 

Dr. Baltimore. Absolutely. The opportunity that we have today 
to understand the basic cellular processes that lead to diseases like 
cancer, heart disease and others, those opportunities are without 
precedent in history. 

We could be doing a tremendous f nount more work today than 
we are, and the only limitation is fu^ids. The scientific community 
consists of people very well trained and very dedicated to research 
activities and, realm's the limitation on how much they can accom- 
plish, how much aiore they can learn about cancer, how much 
more they can learn about AIDS, how much more they can learn 
about the fundamental virology and immunology that is behind so 
many diseases is th^ limitation of funds. 

To see the Administration recoumending that money be taken 
fipom this year's budget and that next year's budget be even less is, 
to me, shocking and seems to me to be a total misreading of what 
the priorities of this country aght to be. 

The Chauiman. Dr. Wolff, do you want to make a comment? 

Dr. Wolff. Yes, Senator Kennedy. I would like to empha8iz2 
and support what Dr. Baltimore just said and what you and Sena- 
tor Weicker have said earilier. I would like to add that I think it is 
incredibly shortHsighted. 

Let us suppose that we were lu' \y and in five or ten years we 
had a treatment for AIDS and a vacr for it. There would have 
been precious time lost in dealing wiu* other very important dis- 
eases. 

Most importantly, I would like to take exception to one of the 
things that the Assistant Secretary said this morning. I agreed 
witih many of the things he said. However, when he said that a cut 
to 5,600 grants this year would not affect new grants, I think that 
that is patently wron^. 

You cannot cut 700 grants out of the NIH's budget and not 
expect very disastrous consequences in the scientific community, 
and I think those consequences will be far-reaching. 
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f^JfeSj^*^- ^ ^ « P'«**y good cue for Sena- 

tor Weicker t. come in. I would just ask you v'lether both of you 
believe-you are scientists, you are researchers, leaders in this 
area of research and education. 

Would it make a difference if the President became involved in 
tfcifl in terms of providing leadership on it? 

« ^^°^A ^u- ^ !^ ^" strongest terms to take 

SJonK leadershiD role. I think it would be most important. 
The Chakman. Senator Weicker. 

Senator Weicker. Thank you very much, Mr. Chairman, and I 
v-ry much appreciate the testimony of the two witnesses, but I sort 
of come to expect that of the National Academy of Sciences both in 
terms of your testimony and your report. 

Aiid, indeed, when a problem arose at the Centers for Disease 
control that might have been misunderstood by the public, I 
r M J ™y ^ ™er, and asked that the Institutes 

of Medicme investigate the problem so there could not be any polit- 
ical connotations to it, and the Institutes of Med' ■ le just did an 
outstanding job. ■* 

To show what foresight is all about— and you indicated that vari- 
ous members of the Administration might have been somewhat 
short^jghted-I point to this book that waf. put out. This is the 
report that you gentlemen put out, and there is a sentence in here 
1 think I should read because it came forth before the '88 budget 
was released. 

These funds must be newly appropriated, lot money taken from other research 
b^use he nation's genera^ health efforts as well as those direct^^ai^fflA' 
need confcnuing progress in basic biomedical science on a broad front. 

So these fellows are not being sort of attuned to the politics of 
the times; they made this very clear in their report before the 
budget came out. "ciuic 

Now, I would like to, if I might, just get to the two items, the $1 
bilhon for research that you recommend and the $1 bUlion for edu- 
cation. If we continue at the requested level for '88 by the Adminis- 
tration we would be roughly in that ballpark of the $1 billion 

in other words, there is $344 n illion requested for fiscal year '88, 
and to pra^ect that out, in other words, for a three-year period we 
would be wthm that $1 billion ballpark. j we 

I am now talking about research, not education; I am going to 
get to that m a minute because we hai very little there. But in 
other words, that figure of $1 billion, do you consider that to be a 

Sto "S^"* ^ ^ "^^^^ ^® ^ ^^'"^ P®"*^ °f 

Dr. Baltimo«e. We were actually talking about that as a yearly 
figure, not as an aggregate. 
Senator Weicker. That is a yearly figure' 
Dr. Baltii ore. Yes, that is right. 

.iS^T^i u-^'^u^^^^y' ^J'L"^^*' ^ *e are acti.alK talking 
about $3 billion by the year 1990, then? 

Dr. Baltimore. Well, escalating up to that. No research program 
can jump from $200 to $1 billion in a year without gross inefrfcien- 
cies. ^so we saw the country developing its programs in a measured 
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way, roughly doubling its efforts yearly, and that would bring us to 
about $1 billion. 

Senator Wkickkr. Now, the reason why I am especially con- 
cerned about this figure is— I will tell a little secret out of school 
here and I hope I do not get anybody in trouble, but for the pas* 
several years, the past two years at least, I have met unofficially 
with various and sundry persons both within NIH and those work- 
ing with NIH to ask the question as to what was actually needed in 
terms of research dollars by the NIH. 

Whatever that figure is, I have always come up with it in the 
appropriations process, regardless of what the Administration 
budget was. We all know— it is no great secret around here— there 
has been no HHS budget, in other words, devised by the docton. 
and the scientists at NIH> 

It is done at 0MB, and I will tell you, when I asked 0MB ii' they 
had a doctor or a scientist over there thac helped divise the num- 
bers, they said absolutely not. They do not have anybody over there 
that knows anj^thing in the area of your expertise, but they are the 
ones that devise the budget. 

What I am worried about, in other words, is I think it is terribly 
important that we be able to responsibly digest whatever monies 
Senator Kennedy, myself and others are going to fight for here in 
tenns of AIDS research. 

If, indeed, we ^ave been falling short — and I am saying within 
the last two y«5art», not before that, because I think before that we 
have a huge shortfall— I would certainly hope that the National 
Academy woulii work with us, in addition to those that 1 have had 
to work with surreptitiously, in getting straight information. 

What I am saying is I do not want us to fall into the Pentagon 
syndrome of just throwing money out there and seeing money 
wasted, because then the credibility of the scientific community 
will be in dangei. 

Dr. Baltimore. Senau)r, I could not agree with you more. I think 
that we were making a projection of what we thought would be 
needed, but I think the yearly appropriation process has to look at 
what it is we can really do and what monies can really be used. 

It is my impression that more money could be used in the 1988 
budget than is there. How that should project in '89 and '90 and 
beyond that, we made a guess at, but I think we have to take a 
look at that guess each year and see where we are and see what is 
coming along. 

If, for instance, there are major breakthroughs on either the vac- 
cine or drug front, then the picture changes enormously. On the 
other hand, if many of the things that look promi<^ing today turn 
out not to be as promising as we hope, we may say, well, we have 
got to redouble our efforts. 

It will also depend very much on how effective we are with the 
educational program. If we could truly prevent the str&ad of this 
virus within the population by educational activities, then we 
might see a different level of necessity in the development of vac- 
cines and drugs. 

On the other hand, I think most of us suspect that as hard as we 
try at education «md public health measures, they are likely to be 
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?«'^,»f''y effective leaving a big part that will have to be dealt 
with by the traditional methods of dealing with infectious disease. 

Senator Weicker. Well, now I will get to Dr. Wolffs side of this. 
Ihere ifl no $1 billion or anywhere near It for education. There is 
almost nothir 

Staff indicaves to me that $120 million is currently projected for 
education. That is far short of the $1 bilHon that you recommerd 
Would you like to address that? 

Dr. WouT. Yes. Again, I would like to emphasize that the $1 bil- 
lion w not just for public education, but it is also fo- other public 
o -1 w ®/*"r®^. **' make sure that there are adt-jate facilities 
available for testing and for counseling, to make bure that there 
are adequate detoxification facilities available for people. 

VVe do believe however, that a massive public education effort, 
which would mclude not just sex education ii. the school, not j ast 
IV advertisement, but to reach the groups at risk and the popula- 
tion as a whole, will cost considerably more than is presently b^ing 
spent and, m toto, by 1990 should reach $1 bUlion ' ^ 

Senator Weicker. All right. 

Dr. Wolff. If I may ad-, one thing. Senator, in addition to what 
my colleague has said. 

Senator Weicker. Please, please. 
^u'^u^^^T- ^} morning, we have talked about research. One of 
the things that is going to cost a great deal of money and v a are 
gomgto have to come to grips with in this country-in the last 
number of years, we have done nothing aboui our physical plants 
and our instrumentation, and ovc laboratories in this country in 
many places are too old; they are antiquated, they are inefficient. 
Much of cur instrumentation, in fact, is outdated. 

And in addition, order to do research in retroviruses, you need 
^wffi^n'** of specialized facilities. In order to stay competitive 
scientifically with the rest of the world, I would hope that your 
Committee, Mr. Chairman, would begin to deal with the fact that 

^I^^J^^ 7®*™ ^® neglected physical facilities; we have 
n^iected 'nstrumentation. 

f I'^f^ '^th yo" more. I mean. 

how delighted I was to have Senator Kennedy pro- 
vide the opportunity for these hearings and then to have the exper- 
)^ ^ ®lo?"t"**.°^ ^ that are testifying come to 
right* " American public, because you are entirely 

Wliether it is research, whether it is the infrastructure or the fa- 
cili. et cetera, this nation has absolutely neglected this to the 
point where we have got a tough low to hoe 

1 can only, number one, assure that in the appropriations proc- 
ess, which I have some say over. I will ask all of you to testify 
again. But is it not amazing \io^ in this nation we tay to each 

have alfjiwig? "* ^° ^° 

viUlf f!f ?. 'nj^Uon t™es a day across this country from indi- 
nrt^7 M '"<*»^,t"^J f*? ^® ««y *t nationally as a matter of pri- 
Ko« n.,, i,"'ui^t 1° anything as a nation if we do not 

haw our health, but we are not willing to go ahead and make that 
true insofar as our spending priorities. 
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Dr. BAL^riMORE. There is perhaps one other piece to this puzzle 
that might be wcrth putting on the table, and that is that even the 
funds that are today appropriated, if you look back at where those 
funds came from, a lot of them were taken from other programs. 

Senator Weicker. Yes. 

Dr. Baltimore. So the business of taking from other research 
programs to develop Uie AIDS budget has been going on for a 
while, and one of the aspects of the |l billion that we recommend- 
ed was to return those funds, partly because of the problems of in- 
frastructure and iMutly just tne problems of the progress in the 
various areas of research in the countiy. 

Senator Weicker. Well, I concur with you. Granted, our job on 
Appropriations has been incomplete, but we have tried mighty 
hard to stem what have been just large, massive onslaughts if you 
will, by the Administration into this area. 

Indeed, it is one of the major reasons why, insofar as my own 
party is concern^, I am the turd in the punchbowl. I think we 
have done as well as can be expected and now, hopefully, we will 
be able to move on to a more positive element. 

C 1 the matter of education that Dr. Wolff refers to, the impor- 
tance of that — ^you can disagree if you will, but I flunk you would 
probably concur that we csn spend, for example, in the area of 
drugs— ever^^y wants to have a war on drugs and they want the 
U.3. militia and the National Guard called out, and the Army; get 
more helicopters, use the Air Force, bolster up mimig^ation. We go 
on and on and on. 

There is only one way to stop the abuse of drugs. You will never 
stop that stuff coming into this country. What you have got to stop 
is the use, and if vou would educate our children from two years of 
age on that it will kill you, that will stop the problem. Nothing else 
wiU. 

The same holds true as to what you are recommending here inso- 
far as any effective respK>nse to AIDS while the research goes on. 
I thank you. 

The Chairbaan. I wish Senator Weicker would oe a little clearer 
about his views. [Laughter.] 
It is always a pleasure. Thank you very much to the panel. 
Dr. Baltimore. Tiank you. 
Dr. Wolff. Thank you. 

The Chairbaan. For our next panel, I would like to welcome Dr. 
Jonathan Mann, the AIDS Coordinator for the World Health Orga- 
nization. Two months ago, WHO announced an international plan 
for facing the AIDS crisis, and we look forward tx) hearing about 
the worldwide scope of this deadly plague. 

I would like to welcome Dr. St. John of the Pan American 
Health Organization, who is coordinating AIDS activities in this 
hemisphere. We have had the good opportunity tx» work closely 
with Dr. Mahler and the World Health Organization. We hope that 
you will give him my best personal reganls. We admire the leader* 
dhip that he has provided in the World Health Organization and 
are very mindful of the very important service that they provide in 
many dufferent area of health policy. 

We are delighted to have Dr. St. Joh i here as well. We have had 
a chance to work closely with PANAHO and other organizations, 
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particularly in the work of immunization of children in Central 
America and other health areas which has been enormously im- 
pressive. I think it has been sort of the one small silver thread in 
an otherwise gloomy situation, certainly, in EI Salvador and other 

k^^T^^T^®"*^ countries, the work that has been done by 
PANAHO. 

We have got a major new challenge. We will look forward to 
hearing from each of you. We will start with Dr. Mann. 

STATEMENT OF JONATHAN M. MANN, M.D. DIRECTOR, SPECIAL 
PROGR^^ ON AIDS, WORLD HEALTH ORGANIZATION, ACCOM- 
PANIED BY RONALD ST JOHN, M.D. 

Dr. Mann. Thank you very much, Mr. Chairman. AIPS is a 
global health problem for both the developed and the developing 
world. 

The Chairman. We will be quiet now, if we could, please. We 
have all been very .courteous. This has been a very instructive and 
important hearing and we want to make sure that our witnesses 
aregiven all the courtesies which they are entitled to. 

Dr. Mann. 

Dr. Mann. Thank you >rery much. 

ATOS is a global health problem for both th*-- d'-veloping and the 
developed world. The numbers of reported cases and the numbers 
ot countries reportmg cases h-.ve both increased dramatically. 

In December 1982, 711 MDS cases were reported from only 16 
countries. As of early this week, nearly 39,000 cases of AIDS have 
now been reported from 85 countries representing all continents, 
tor a more than 50- fold increase in the number of reported cases in 
the last four years. 

In the Americas, 33 countries have reported AIDS. In Europe, 
M-iere have been approximately 4,000 AIDS cases reported thus far, 
and we estimate there are between a half a million to one million 
^A^^ persons, such that by the end of 1988, 25 to 30,000 cases of 
AIDS are expected Europe. 

In ^ia, the AIDS virus is starting to threaten that con';inent, 
ant although there have only been fewer than 100 cases of AIDS 
reported from ten courxtries m A^ia, the virus has penetrated the 
high-nsk groups, cases have occurred, and the future of the conti- 
nent may be at stake in terms of the question of whether the virus 
penetrates the large populations of Asia in the future. 

Afncais clearly the most affected part of the world. The World 
Health O^anization estimates that there are between two and five 
million Africans infected with the AIDS virus now, and we know 
tiiat in parts of central, eastern and southe .-n Africa, between 4 
percent of healthy adults are currently infectsd with the 
AIDS virus. 

e^L^^' *® ®*P®^ that there will be up to 1.5 million new :ases 
ot AlL;b occurring m Africa, resulting exclusively from people al- 
ready iptected with the virus. 

Worldwide, the World Health Organization estimates that there 
have been over 100,000 cases of AIDS since the beginning of the 
epidemic and that five to ten million persons may be infected 
throughout the world. 
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By 1991, we expect that there may be 50 to 100 million infected 
persons, and this all depends on what happens in Asia and South 
America. If the virus penetrates those large populations, those esti- 
mates will be conservative. 

Worldwide, the broad impact of the AIDS virus infection goes 
beyond the health statistics to realities and to fears. All over the 
world, there h^ve been personal and family tragedies as a result of 
fear and ignorauce about this virus. 

The loss to society has occurred in at least two ways; first, 
through the selective loss of 20- to 40-year-oIds— in < ther words, fa- 
thers and mothers— and, secondly, through the oti^matization of 
different groups in different societies. 

While in one society homosexual and bisexual men may be stig- 
matized, in ether parts of the world hemophiliacs, female prosti- 
tuteSt Westerners, or AMcans are stigmatized. 

At the national level, AIDS poses a threat to economic and social 
development and stabiUty, particularly in those parts of the worlu 
where the urban elites are particularly severely cdTected. 

In addition, AIDS has provoked reflex reactions at the interna- 
tional level, reactions to restrict international travel or trade, reac- 
tions to blame others— often on the basis of political expediency — 
to blame others for the problem. 

Finally, threat to children is critical because AIDS poses a direct 
threat to the success of the child survival initiatives which have so 
painstakingly been put into place in the developing world. 

AIDS is a dual threat to children in the developing world, first 
because when the mother is infected the child may be infected. 
There are parts of central and eastern Africa where ten percent of 
pregnant are infected with the AIDS virus, such that five percent, 
or one in twenty, of all children bom in those areas are bom in- 
fected with the virus. 

But, in addition, children are particularly susceptible to diseases 
such as malaria which result in a need for injections, which mav be 
given with needles and S3rringes that arc not sterile, and a need for 
blood transfusion in areas of the world wnere blood is not screened 
and where one out of every ten units of blood may contain the 
AIDS vims. 

If we look overall, therefore, at the stresses to societv created by 
the 100,000 cases of AIDS that have occurred thus mr, then we 
have to project what more than a million new ca:>es of AIDS occur- 
ring in tn^ next five years will mean global!* . 

Global AIDS prevention and control reqmres, first, a recognition 
of the problem. We could really call 1986 the year of global AIDS 
awarene'", the year when countries and people began to realize 
that this IS not a problem restricted to one group that this is truly 
a global problem. 

On November 20th of last year, the Director General of the 
World Health Organization announced that in ^he same spirit with 
which WHO undertook smallpox eradication in the past that WHO 
was undertaking now the more ui]gent, more complex and more dif- 
ficult task of global AIDS prevention and control. 

This will require the development of strong national AIDS pre- 
vention and control prograir in every country throughout the 
world and international Tea^. rship, coordinaticn and cooperation. 
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its AIDS program in 1986 and we received a very 
vital initial moral and financial support from the U.S. Agency for 
we dS " Development which allowed us to start as quickly as 

We have developed a 1987 action plan; it is in the discussion 
piwse with the donor agencies throughout the world 

In summaixAipS is truly a global health problem. The conse- 
quences of ATOS virus infection at the personal, family and social 
level are profound AIDS threatens the limited health gains that 
have been achieved, particularly in the area of child survival, 
throughout the world and it threatens economic and social develop- 
ment. *^ 

"nie epidemic of this virus is of extraordinary scope and unprece- 
dented urgency, and requires a response of unprecedented enenrv. 
creativity and resource. We are, Mr. Chairman, truly at an historic 
moment, at the beginning, really, of a worldwide epidemic whose 
dimensions and scope we are only beginning to truly understand. 
* ,^ ''^ now -"lave greater potential 

the fuSr^ " °^ epidemic than actions taken in 

Thank you, sir. 

[The prepared statement of Dr. Mann follows:] 
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The World Health Organization's Perspective on AIDS: 

Global Dimensions and Prospects foi Prevention and Control 

Jonathan H. Mann, K.D., M.P.H. 
Director, Special Programie on AIDS 
World Health Organization 
Geneva 

January 15, 1987 



I pleaaeJ to appear here today to speak on behalf of Dr. HaXfdan 
Mahler, Director General of the World Health Organization, #ho was invited by 
the Senate Labor and Huaan Resources CouBittee to provide testiaony to this 
CoMittee. The ecutive Board of WHO is underway and Dr. Mahler requested 
that I repreaenc his and the Organization as Director of WHO* a Special 
PrograMe on AIDS. 

When the Acquired Immunodeficiency Syndrome (AIDS) was first recognized in 
1981, the diaease appeared limited to a single nation and to a single group 
characterized by its sexual orientation. Today, as a result of extensive 
national and international collaborative research, the worldwide epidemic of 
h'laan Imuunr ♦^iciency vxrus (HIV) and related retroviruses is recognized 
to be an international health problem of extraordinary scope and unprecedented 
urgency. 

I. Global Dimensions 

Numbers of reported cases of AIDS rnd countries reporting AIDS have 
increased dramatically. As of Deceuber 1982, 711 /IDS cases were reported to 
the World Health Organization (WHO; from only 16 countries. However, by 5 
January 1987, 37,872 AIDS cases were reported to WHO from 85 countries 
representing all continents. 



AIDS CaseL 


orted to WHO: 5 Jan-jary 1987 




Cont inent 


No. of Cases 


No. of Countries 


Africa 


:3 


17 


Americas 


,1230 


33 


Asia 


86 


10 


Europe 


38A7 


23 


Oceania 


386 


2 


TOTAL 


37872 


8S 



* The name "human immunodeficiency virus" has replaced the earlier 
names for the "AIDS virus", including "Human T-lymphotropic virus type 
III" and "Lymphadenopathy-associated virus". The related retroviruses 
include LAV-2» H"''I.V-A and other recently recognized retroviruses 
infecting humans and which are considered related to HIV, with or 
without f'-idence of laniunosuppresi on or clinical disease. In this 
document, "HIV" stands for all of these viruses. 
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An .ddltUn.1 iO eountrl.. (Afrlc. - 17; iUtrlc. - U, a.1. - 8, «„rop. - 
♦) h.«. lnton.d mo ,h.t th.y thu.f.r h.». n. AIDS c... ro r.port. 
Utlene* U r.portlni of cittt fr», .oa« „,„, ewbln.d with 
u»d«-„c„„ltl,„ „ a:OS .„d u»l.r-r.,crtl„, „cl,«.l h..Uh .uth.rUl... 
h.. «.nt th.t th. nu.b.r of rerort.d AIDS c... r.pr...nt. only . ,r«tlo, .f 
th. tot.l c... to d.»; th«. .„ ..tl«t.d to b. in „«.. .f lOO.OOO. 
fli.r.for., WO con.ld.ri th. nuab.r of couDtrU. reportln, AIDS to " . 

-or. l„dlc.tl« of th. ,.o,r.p ..i .,t.nt .nd -or. r.l.„nt to .n .....«.„t 

.f th. ..op. of th. HIV p.,d«lc th.n th. „u.b« of offlcUlly r.port.d 
c... In .ddltlon, du. to rh. Ion, lr«b.tl.n p.rlod („p to .1, y..r. or 
loa,..) fro- HIV mf.etlon to th. d.T.lop-nt of cUnlc.X dl...... th. „u.b.r 

of AIDS „.« provld.., .t b..t. .n l„.ccur,t. .nd .t ..r.t, . -l.l..dl,^iy 
optl-Utlc of th. r..l .„.nt .nd mt.n.lty of HIV Inf.ctlon. World«ld.. 

«mO e.tl..t.. th.t b.t«..n 5 .nd 10 -nuon p.r.on. or -or. .„ curr«:.l, 
tnf«ct.d with HIV. Fln.ny. r,c.„t r.cojnltlon of .ddltlon.1 p.th«».nlc h„„„ 
r.tro»lr«.. i„ H..t Afrlc .„d .pp.r.nt Id.ntlf xc.tlon of ,n AIDS-Uk. 
r.tro,lr». in South A«rlc. .uM-.t th. po..lbllltr th.t HIV «y b. th. fir.l 
of . !:.rl.. of r.tro,lru... r.co»nl..d to b. c.p.bl. of inf.ctlo, h».n. .nd 
Produclnt laBunoauppr...lon. 

A. Th. A««-lc.. ; 

In th. A^rlc... 91 p,rc.nt of c... (28.523 of 31.230) h.v. b«r. r.portod 
fro. th. Unlt.d st.t.. «h.r. th. .pld.-loloilc.l ch.r.ct.ri.tlc „y b. 
con.ld.r.d trplc.l of -W..t.rn- AIDS. Th. U.lt.d St.t.. Public lu.lth S.nrle. 
h.. ..tl«t.d that .ppro,l«t.ly l.J .mion US rn.ld.nt. .r. SlV-lnf«t.d .nd 

th.t 270.000 AIDS c Ill lik.1, h.„ i„j. 5,,^,,, 

'ountru. contrl-,ut. .ub.t.ntl.ll, to th. AIDS tot.l for th. A..rlc... 
includln,; Cn.d. (755), »r.tll (754). H.ltl (501). M.,lco (IM). .nd Trlnld.d 
.-nd Tob.,0 (108). with th. .„.pt',n of H.ltl .nd p...lblr oth.r Crlbb... 
th. .pldwloloticl p.tt.rn .pp.,r. -W..t.rn-. prl«rli, in,olvln» 
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hoaoMxual tod blt»u«l Mn tnd/or mtrf /tnout drug uctrt* The 
a|ild«Blolo|l':al pttttrn la Baitl appctrt InttfMdlttt bttwfen the 'Wesierft- 
att4 tht "African* pattern deacrlbed belov. Finally, an additional 27 
countrlaa in the AMr^cae have each reported f roa 1 to 68 AIDS c««ea. 

t» Ettrope 

Europe haa .'epo«ed 3,847 ceeea fro« 23 countrlee. The lateet data 
emery fro« th^ WO Collaboratlni Centra on AIDS In Parle reTlcved the 
apldealolotlcal eltuatlon ae of 30 Septeaber 1986. The lergeet nuabere of 
AIDS caeee were reported froa Prence (1050), uhe Federal tepubllc >i Garaany 
(675), the United Klngdc (512) end Italy (367). Additional countrlee 
reporting 100 or aore caeee Included: telglua (180), Denaark (107), the 

.cherlande (180), Spein (201) and Svltterland (170). Ae of the da'.e of thle 
report, i countrlee In the European jUglon reported no caeee i lulgavla, the 
Caraen Daaocratlc »apubllc, Bungery and the Union of SoTlet Soclallet 
R«publlce. Aaong the 3,251 adult caeee aaong pereone of European origin, 71 
parcent wjre hoaoeexunl or bleexual aen, 13 percent were heceroeexual 
Intravenoue drug ueere, 3 percent ware hoaoeexual aen who ware aleo 
intr'.»eooue drug ueere, A percent were haeaophlllace, 2 percent had received 
blood trenefuelone, 5 percent had none of the eboTC-lIeted riek fectore and 
mforaetlon wee not evelleble for the reAelnlng 2 percent of ceeee. 

Hoit countrlee in Europe are now experiencing en epldealc of BIV 
Infection. Current eetlaecee of the totel nuabsr of BlV-lnfected pereons in 
Europe renge froa 500,000 to I allllon or aore. geeed on current trende . en 
aetlaated 25,000 to 30,000 AIDS ceeee ere eicpcctcd In Europe (ctmuletlve) by 
the end of 1908. 

C. Oceenle 

The ceeee thuefer reported froa Oceenie ere ell froa Auetrelie (366) end 
We«» Zealand (22) and ere typicel of "Veetern" e^Ideaiologlc ^etterne. 
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P» Afrtct 

of th. .orld ^^^^ 
,r.porc.o. of ch. h..uhr popui.t.on .u..d, .„j.„., 

c... C.„cr.l. ^^^^^^^ ^^^^^^ ^^^^^^^^^^ 

.pidM,c HIV l„,.c„o„ ... ,^„..,, ^^^^^^ ^ ^ 

«r.c. focu. of .dd.t.on.1 hu«. 
.P1-.C of cl.nic.ll, „co.....„. .,^.„ 

(•o.r.phtc.l .cop. .„d i„t.n.itr of HIV inf.ctfon 

" " to l..lc.d .of.cc.,„. d..«.. 

.-.,U.„c. ..„d..^o.t.c c.p.Muri.. ..d i.c. Of . ..d.l, 

"""" ' '« ««• "."rch.l 

for CH. *,Mc.„ co„U„.„. ,„cl^.. , ^.^ ^ ^^^^ 

to 20,000 c..e. of AIDS .nnu*lly. 

n, proportion of h..uHy .d»lc. .uh ..„1o..c.1 .v.d.nc of HIV 

Infoctlon tn the countri.. tram iTn«.. <j . 

fro. *IOS-epid..ic r.gion. of Afric. £r« * 

to over 30 p.rc.nt. .Uhou.H ..„, , ...... ^^^^^^ ^^^^ 

..Uct.d (Often ur..., p.p„i.,.„.. ^. ^^^^ 

to aoM CentMl Afrlctn cltlei i. .r i ^ 

citiei 1. ,t i.Mc 500 to 1,000 p.r .llilon 

POpuUclOB. 

"h.1. th. U,ic .od.. Of HIV tr.n„l..io„ .„ a,mc. .r. .d..t.c.l to cho.. 

" ".t.ct. p.r.„..l) 

..M.tlo„. T^..o.l„„.. Of HIV cr.„„l....„ 

.„„lv.,. H.t.ro...u.l tr.„..l...o„ (.nf.cc.d ..p .o .o..„; 
t. ..„, Of vlr... HO. ^^^^^ 
AIDS „ «„g HIV..„f.ct.d p.r.0.. .. .pprox.«c.ly l:l, hIV 

..r.pr.v.l.„c. r.t.. ..on, A,rU.„ .o«. pr.ctut.. .r. ,„u. H.... ..„r.u, 

tH.c one. HIV 1. ,„„od.c.d l„.o . H.t.ro...„.u, .ct.„ pop„l.Uo„. r.t.. .f 
HIV infection „y dr..n.c.lly. , 
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protdtucaa ff^ In Nairobi h«4 totlbodlet co BIV; ty 1965*66, 59 percettt 
Mrt ttropotltlirt* 

The laporttnct of blvod trtnafutlont for BIV trtAsalttlon In Afrlet !• 
•uggtated by the high proportion of InftcCttf (tlthowgh httlthjr) blood donors, 
which retches S to 18 percent In eo«e ereee. Therefore, pereone receiving 
blood trenefuelone froa theee donore My fece e 1:20 to e neerly 1|5 cheoce of 
becealng Infected with HIV, While prectlcee for collecting end treaefuelng 
blood very widely throughout Afrlce, ecreenlng of donore for HIV Infection le 
not ueuelly perforaed tnd etorege tnd proeeeelng feellltlee ere often 
Ineufflclent* 

While Intrevenoue drug uee le vlrcueliy ebeent in aoet of Afrlce, th« 
problem of BIV trenealeelon through contealneted n'*dlee exlete In other 
veye. Any needle or other ekln-plerclng Inetnwent thet becoaee centealamted 
with the blood of one pereon end l9 ueed, without proper eterllltetlon, 
to pierce the ekln of enother pereon cen bee je • vehicle for HIV 
treneaieelon. The problee In Afrlce pertlculerly Involvee Injectlone given 
Cor aedlcel purpoeee, euch ee for creetaent of aelerle, fevere, dlerrhoee or 
other common probleae. While euch Injectlone ere probebly not e very 
efficient route for nlV trenemleelon, pereone receiving lerge nuabere of 
Injectlone, eepecUlly In peripheral, poorly equ.'pped cllnlce. In pere-aedlcel 
or nott-vedlcel eettlnge, aey be expoeed to enr^ Infected with HIV. 
Fortunetely, current evidence euggeets chec HIV le not being epreed through 
childhood vecclnetlon progreoaee, In lerge pert due to the longeiendlng end 
eggreeelve ^forte to eneuia deen needlee end eyrlngee In theee vltel public 
heelth progreaaee. 

Since HIV le beteroeexuelly trenealtced, pregnent voaen ere eaong choee in 
Afrlce who ere likely to be HIV Infected, with resulting treneateelon of the 
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»t.». C. ,h.lr «hlUr... .uh.r b,f.r.. aur',,. .r .hortl, „„, fci^^. 
tta ,ffiei,«7 «f .«th.r-t».chlia .pr«.<1 i, pr...ntlv unk»c«,. i„ „„, 
Afrlr, ^r, 10 ,.re..t .r .f pr.r«nt ,r. HIV ..r.p..ltli.,, „ 

-«> „ 5 p,r««t .« „.fco„, .„ ^, ^^^^^ P,^i«Me 

*m. p-rtU«l,rlT «lflc»lt „ r,.or.l.. *.r. «l„„trltl.n. r..plr.c-,r, ,ni 
t.«r.l««tl«.l l.f,.tl.^ „. „ „ 

HMlly, d..pltt l.p.rtint .oclc«eono.le .nd .nvlr.ni-Bt.l dlff.r.u-<. In 
!.~Mh,ld. occup.tl^. ,„d .th.r ..ttl... in Alrlc. c«.p.r.d .ith Eur,p. ,^ 
..rth ««rle.. thnr. 1, n. ,pld«l.l.i -1 ..Id.nc. t. ,»pp.rt c.nt.« 
tMB i..lon or titn»lMieo throu4h ...qulto.! or «th.r InMcti. 



In dr.«tle e.ntr..t t. Afrlc,. HIV h„ .nl, .t.rt.d to ,„,„ 1, A.I.. * 
«.U n«.b.r «f AIDS „... h.». be.n r.p<,r..d fr.. j,«n (21), n„iu.d (t), 
■on. Kong (3). l„d.. (2). chln. , . .d t,l.,n (I). „«. h.v. .ith.r 

b..n r.Ut.d t. l^rcd blood »d blood produrt.. to t- -r.«t..lo« 

"K.«I »r.on. with hl,h ri,k b.W.o»r. (f««l. o. „l. pro.tlt»t..>. 
S»o.urT.y. h.„ d«o«tr.t.d lutl. or no «ld.,c. of HIV l.f.ction 

in |«..r.l A.I., pop«l.tion,. lnf«:tlon. oceu.-.d ...ni .«k.r. of 
p.rMe«l.r M.k .roup.. Ih. c»rr.«t ,«.nt of HIV r.«.tr.tlo« Into A.1. 1, 
ynkaon; th. opportunity for procnetlon of Atlt n -Idttprcd 
dl..«ln,tlon 01 UV 1, „M„t ,„d «y b. ,lt.l to th. f»t»r. of th.t 
condncnc. 

r . Tha watur aj Hlatory of hiv inf^ctlMi 

Tha e^ancual outtot of HI? i-/actlon rawlna unknown, aa aclantlflc 
kaoirladia about tU natural hlatory of hIV Infactlon Is Umitt6 to tha 5-7 
7 '>baanraclon parlod that haa alapaad alnca AI08 vaa flrat atacr 6^6. 
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Three -wjor HIV-«B80clited outcooee have eXreaay been distinguished: 



0 AIDS 



o AIDS-r^Uted lllnceees 



0 HIV neurologicel disease 



During • five ycer period, 10 to 30 percent of HIV-infected peraoos cen be 
expected to develop AIDS. An eddli local 20- SO percent ere likely to develop 
AIDS-reletad Ulnee Tne proportion of infected pereone who will have HIv 
neurolo^lcel dleeeae (i/ertlculerly deaentle) is unknown, but en epldealc of 
pr3Ciieelire nejrologlcel dleeese eiaong HIV-infected p«reone aukt be coneld^red 
e reelletlc poeelblllty. 

Ultlutely, the Mjorlty of Infected pereone laey euffer e eevere edveree 
heelth outcoB% or der^h eeeocleted with HIV Infection. 

C> Broad lapect of HIV Infection 

The per onel, eoclel and economic coste of the HIV epldealc ere enorvoue. 
Uncertelntlee regerdlng prcgnoele, elong with feere end realltlee of expoeure 
end oetreciea leed HIV-infected but eeynptoaatlc pereone to experience hlgh«r 
levele of etreee r'>en AluS petl*nve theuelvee. The feally etructure end 
function ie threatened both by infection and the loee of vothere end fethere. 
The eoclel end econoPlc f«brlc le drr Icelly efivcted by the epld^plc of 
lllneee end deeth eaong productive 2e-40 yeer cide, which Is typlcel of aIDS 
epidemiology In Induetrlellxed and developing countries. In >'rlce, eoclel 
end economic development mey be threetened by the ioes of e subetentlel 
proportion of 20-40 yeer old pereone, pertlculerly emong the urben *»Iltee. 
The direct economic coete of 4I0S are el^o enormoue. For example. In the 
Onlted Stetee, the total coet of dlrec medlce) cere for AIDS petlenta In l99l 
le eetlmated to reach 16 million do^ '"re. In eome Centrel Afrlcen hoepltele, 
20 to 50 percent of eduU patlente on medlcel werdt hnvt AIDS or other 
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l.nr,.l.t.d codltl,.., pi.ci„, ..Mui««l Wrd.« upon .1,..,, 
h..lth cr. ft. co.bln.d i.p,ct „ ch. HIV p.„i«u, of AIDS, 

" «.ur,lo,lc.l UP,, h^lch cr., ..a 

».p«l.tl,„. 1. .u«d, .«r.,rdln.r, tu b««. l.cr...l. 

c«,.U„.bl.. of AIDS ..d .tl,«tU.tl,n „ dlff.r.nt ,r<H.p. 

Wo. co-on ph.„o«„.. fc«„,, ^^^^^^^^ 

«ur,p., .„d . „l.tl,.ly r.. ,.po„., „.„ ^^^^^^^^ 
I.dt,id„.l, ,„„p ^^^^^^^ ^ 

r..-U of «.c „„j„.»„.d, „ .^^ 

mo„.ho« ch. .,rld, cr«nd,u. .ocl.l p„..„.. .„ 
,.r.„.t.d b, AIDS ..d AIDS-r.l.t.d cnc.rn.. ft„.f,„, It 
.ntlclp.t.d th.t .ocl.t.l .cr«.„ „.„uin, ,r« th. ,ccurr.„c. „ WO.OOO 
«DS c... m th. U„lt.d St.t.. 25.000 t, ,0.000 Eur.p..„ AIDS «... 

b, l.t. X«8. ,^ ,„cr...i„, «„id.ld. i„,«tl,n. .., b. c,rr..pondln,l, 
•r».t. ,r,p,..d r..crlctl... ,„ HIV-i„,.ct.d „rk.r. «d l.t««tl...l 
tr.».U.r. .„d „„f„tua.t. t.nd.nc, t, bl- -.th.r.- ,„ HIV 
.... .ddltl«,.l l„«r«tlon.l „p.ct. ...ocl.t.d .Irh th. HIV p.„d..u. 

Fr.dIctl,o. „ futur. .pld«lc tr.nd. .„ ,„u. difficult. In .ddltUn. 
th. p..d..lc .pp..r. t, h. pr„„...„, ,.o,r«Klc.U, .. ..n .. l«r...u, 
l«c...lt, 1. .„.. ^^^^^ ^^^^^^^ 

occur, for •ovtral reaaona: 

. P.r.«.. .ith HIV .„ iuiy t. b. l„f.ct.d f,x a,.; ^„ 
will not d.v.lop .n/ .y.p o.i or .vld.ne. of llln... 
for .t i...t ..,.„i ^^^^^^^ 
HIV CO oth«M. 
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o HIV is ap^aad MxuAllf (froB any infaccad p*rton Co his or h«r 
•avual parcnar), aa wall aa chroufh blood (tranafualona. 
IrJacClona, akln-pl»>rclD| InatruMaCa) and f roa aocher-C^chlld. 
Thla co«binatlon o sodea of craaasla^ to ««ana chat vlrcually all 
jasMnta of tbe v^rla'a pf )ul«clon haira aoM datr«4 of riak of 
aipoaure co HIV. In «.har voMt« onca RXV la Incroducad Into • 
population, apraav la virtually inavi table. 

0 BIV la already dlaai>flilnated throufhouC cha world, airan though 
ra|ion«I dlffaraneaa in currant Intanaltlea of lafaction ara tuita 
lapurtant. 



WHO hai aatlMtad that SO co 100 ■llllon paraoaa may ba ^nfacccd vich RIV 
norldvlda by ^^91; chla provlalonal aadaaca vill ba cooaarvadva if JlV 
p«iietrataa 4..^ apraada vldely through Snuth Aaerlca and Aala. 

II. Protraaa Towarde yrcvantton and Control 
A. Vaccina aB<* Traat— nt 

Tha prairaotlon of KIV tranavlaalon irould be facilitated hy k mt% aid 
affactlir* iracclna capable of preventing Infectlofii or e therepeutlc egent eble 
tA reduce or ellelnete the Infectloueneee of elreedy Infected pereone. 
bvever, deeplte repld edveoeee In che eerly pheeee of vecclne devel >pMnc, e 
irecclne eulceble for lerge-ecele uee le woriidered highly unlikely co beco«e 
evelleble prior co che eld-l99Ca. In eddlclo.i. e Tecclne hee never been «ede 
egein.c e husen recrovlrue and eftverel re;rovirolo3iete heve relied che 
elbllicy chec ver .nee currencly under developMnc «ey noc be procec^.lvi 

A recent clinlcul creeCMnc crlel eAoog AIDS pecience found ihec 
etldochyaldlne (AZT) prolonged \lfe end wee eeeocleted t?l<^ cllnlcel enc 
leaunoioglcel Iflproveaenc. There were, hotfo^'tr, eide-effccce. Including bone 
•arrow euporeeelon; longer'Cera benefice end rleki of AZT creeCMOC ere 
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cyrr*,.flT ..nknom. AZT ..y n.».,thtl... repr..tnt th. flrtt «jor .t.p 
to«.,d, „.„tu.l d.».lop..nt „f „f, ,„a .ff,ctt». th.'.p.utlc .,..t.. I, 1, 
alio poMlbli th.t th»t u»t< ceuU luM * role In thi tri.tMiit of 
..yptOMtlc HIV-l.,f.ct.d p.r.o... .ctlnt both to pr.v.nt pro,r...lon ; AIDS 
.nd reducln, or .li.m.tln, cl.lr l.f.ctl«..„.... A ,.c.nt p,„. report 
h.. .^,..t.d th.t th. ..tl-Tlr.l dru, rlb.Tlrl. pr.„.t pro.r...l«. of 
HIV l.fctlc- fro. .n AIBS-r.l.t.d co.pl„ l.».l (p.r.l.t.nt (...r.lK.d 
W^.d.nop.thy) to AIDS. Ho..».-. thl. lnfor«tl,.. .hll. .„t 
k« ronaldirid prillaliur; at thli tlM. 

l>..plt. l.pr...lv. t.ch„lc.l .„„ .el.„tlflc .dv.nc. u 1. «nilk.i, th.t 
. ».ccln. .111 beco.. .„lUbl. to ...-l.t In controlUn, th. p.nd..lc of HIV 
l.f,etloo durlB, th. „.« S ,..r.. Th.r.fnr.. .t i...t durln, thl. l.ltl.l 
p.rlod, pr.„„tlon .111 ,.1, prl^rlly „po„ .ductlon.l l.t.r„„tlo«. 4..i,„.d 
to proaot. .u.t.ln.d bahivlour.l ch.n|... 

B. tocoinltlon of th. Hndta lc 

Th. «g«lt«d. of .h. HIV p..d«l,. .«1 ,t. bro.d l.p.ct b«. .rl,u.lr 

u„d.r..tl«t.d .od uiid.r.ppr.cl.t.d. How.y.r. durle, th. ..cood h.lf of 19B6. 
. «]or .hi., ct p.r.p.rM». .„d opinion h.. oc-urr.d In «n, Knrth A«ric.n. 
europ... .nd Afrlc. counirl... For -„.pl.. i„ th. Unlt.d Kl.,do.. rr.nc.. 
U.lr .nd th. Uolt.d St.t... .t.t.-.nt. b, pr«ln.nt h..lth offld.l. .„d 
dr.utlr.llr l„er....d fln.ncl.1 c«.lt..nt. for AIDS pr.y.ntlon pro(r«.. 
tettlfr to . ,ro.ln« ...r.n... .f th. .cop. .f th. HIV robl.. .t Mtlon.l 
An .volution In p.r.p.ctl». r.,.Mlng AIDS c.n b. ob..rv.d .t th. 
P'^r.on.l. group, .ocl.l. n.tloo.l l.t.m.tlon.1 l.v.l.. Ih. mui.l 
r..pea.. to AIDS u.u.li, inwly.. d.nl.l .nd .n .ffort to .1.1.1.. th. 
probi™. oft.„ through co.p.rl..t of th. nu.b.r. of AIDS cm. .1th d«th. 
fro. .lr..dr ..ll-d..crlb.d public h..lth probl.... Th.n. .. th. „u.b.r of 
AIDS «... l„cr..... r.pldly .nd ..tl«t.. of th. nu-b«r of p.r.on. .ir..dy 
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inf«ctad with HIV in the population 9T9 developed and publlcltad, tha BIV 
problM cMMnda further attaotlon. rifially» once tha potandal la r^cognlfed 
foT SIV to Involva aajor aegventa of tha population, Ineludlas tlioaa who aay 
have ->ravloualy conaldared thevaalvaa iflvbout rlak, the cpldtvlc ii«tura and 
urt«Acy of tha HIV situation generate political coHlttaant and a vllllu^naaa 

to act. Afrl'^a provldaa juat ona apaclflc axaaple of thla generic avolutlot; « 

ic parcaptlona about AIDS. AirS Aa flrat dlacovarad <n Africa In lata 1983» 

Aa apldcalolegical data becaaa aTallable during IHk •tA 19Q5, the acope and 

littanalty of tha HIV altuatlon In aany African count r lea becaae clearer, /at 

AIDS waa not 9gnlaad or accepted aa 0 health priority. Then, In Karch 

]f9$, a. a WO Regional aeetlng In Iraifavllla (Congo), AIDS waa publicly 

'itclared to be an Uporiant public health problem. Tliully, at a WHO Regional 

Matting on AIDS In IraaaaTllla In VoTeabar 1986, rapraaantarlvaa fro« 37 

councrlea dlac^uaaad AIDS openly and agra«d that action to control thr apldaalc 

of AIDS Ir. Africa had to be glv»n the hlgh«at prlortcv. 

In Nay 1986, citing "Intenalva International Intereat and concern bout 
AIDS, tha 39th Vorld Beelch Aaeaably fonally epproTe<< tha creation of an AIDS 
PrograflBe vlthln WHO. Ia HoTambar 1986, tha ')lractor«<;anerei of 'the Vorld 
Health Orgenlaetlon ennounced thet In the se«e eplrlt end vlth the ar«a 
^eJlcetlon vhlch cherecterlaed UHO*e global emallpox eridlcetlon progr^Me, 
WHO Ma now cewltted to the more urgent, difficult end coaplev challenge of 
globel AIDS prevention end control. 

III. _ Global AIDS Fteventlon and Contro^l 
A. Ganerel Concepte 

Vhlle the Internatlonel HIV eltuetlon le dynealc, egreeaenc exlete on the * 
fundeaentel concepts end prtn'*lpel cosponente of global AIDS prevention and 
eont rol . 
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Hit fun^tMintal concepts includt: 

0 HI? Infa^tlon it tn lncarn«tloMl htdth problta; 

0 Inftction vlch HIV it an advcrtt h«tlth outco«t of prof c ind 

pcrtoatl, ftally mnA tocUl Uportance; 
0 BIV infect loot thrtatta tha li.ita4 tfliot ia haalth irtiicW hava 

baaa achiav«4 in atvtral .raat of tht davtiopiag world; 
0 Naithar Tacciat nor thartpy for ^idttprtad utt it liktly co 

btcOM avtilabU for at Uitt tavtral yaart; 
o n»a HIV global control affort will be loart«r» and will 

likalr latt bayofid cur taoaration; 
o BIV pravtntioa and control progr'^t autt ba intagratad with 

priaary haalth cara; 
• Tht HIV pandeaic rapratantt an unpractdantad chtllan^t to 

public haalth which aandatat a r«apontt of unpracadtntad 

crattivlty, anargy and rataurca. 



Tha princlptl co«p<mtntt of glo'>al AIDS prawantion and control ara: 
o ttroof nttional AIDS pravtation .nd control progr-wat 
o inttrnational Itadarthip, -oordia«tloa and eooptratlon 

■ . Tha World Haa lth Ortaniiatiar Special ' ograMa on AIDS 
Iha World Haalth Organitation it a rccc^gnlcad intani«tion«l Uadar in 
public haalth, can draw upon broad axittlng npertirt, and hat aatab^ithad 
Mchanitat for colltborating with countries throughout tha world in tha 
datign, da%alop«ant, iaplaaantation and avaltutioa of national progranat. 
tha unpracadantau effort for global AIDS prava"lon and control, VMO vill di 
particularly on ita txparitnca in globtl Mbiliiatlon and coordl.iatlon 
(Mtllpox artdlcation), rattarch wanagMcnt (<.g., Trrplcal Dltaatat 
Batatrch;, davalopvant pf activt and tfftctlvt prograMft (e.g., B«pandad 
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^HTMm% on tMunliacloo» Cootrol of Dlaniio«al Dlaeaaaa), the cbiilty to 
nork with nontovarnaental organ Iscclosa cod tha private sector, %n4 Ite 
toofetending colUboretlve reletiotttbipe with Mtaber Itetee. 

The Speclel Progreve - . AIDS he een creeted ee the vehicle for the 
World Heelrh Org. jlMtioo'e crlticel role lo global AIDS preveotion end 
control. Th« Spnclel Progrem on AIDS will eu^port the developMnt of etrong 
netlonel AIDS prmntlon end control progreaMe, provide intemetionel 
l««derehlp end eeeure glebel coordloeclon erd cooperetion. 

1» Obtectlvf 

The $peciel ProgreaM on AIDS hee tvo objectiv^e; 

o The prl— ry ofeUctive le to prevent H7V trennleelon. 
• The eecoPdery objective le to reduce aorbidlty eod mortellty 
netocleted with H' Infection. 

2 . Support to Itetione l AIDS ProgreM»e 

The key conponente of n«clon4l AIDS prevention end contro* progrewwe 
Include: 

e« pollticel vlllln^aeee to confront the HIV problca 

b. reetl^n of e Nerlonel AIDS Coaalttee, repreeentlng the 
h«eljh end hroed eaclel intere^^e Involved In th« IIV problea 

c. inltlel epldealolo^lcel cnJ reeource eeeeetaente 

d. eetebllehaent of e eurveillence eyetoa for AIDS end 

perriculerly for SIV Infect lone 

e. developMnt of lo^country leboretory cepebllltlee 

f . >c«rionel pregrewe for heelth workere et ell levele 

g. prevention pro^ravMe dlrectnd to the generel p»bllc end to 

•pacific groupj in the popi etJon 

h. evelueclon aechanlemi beeed» to the extent poeelble. on HIV 



infection indlcetori 



id 
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3. ImTwloiial I^^yhlp. c^.^4. ,tiOfl tad Ciw» D«r,tto« 

tp#cl.l frctrMM OS AIDS h«. c«t«ln tlob«l tM^alhllUlM .ad 
ff»e(iOM, la^lttdlnt; 

p«Mr.tloo .»d <l.trlb«tlo« of i«ld.Un... .tr.tc,x ocu-ot.. 

m4 ochar frocotfM MCariala 
b. colLctlon .od of d.t. to d.icrlW c«r«nt .ad f«t«r. 

«V tfifacclofi crtada, thair •ocUl, •coooatc atid dt«»tr.phle 

lapact, and ispltcacloaa for lacarveaclona 
t. ceordtoatloit, fr^tu,. Bni •uVfort to lacamadoaal 

bloiiadlcal, aplda«lologlcal, aocUl, bahavlourai aad oparatlonal 

raMarcb aad <avgIoyaat 
d. ^a^ioi-wit, pro*>tloo and .«pport co daalfa. l.,la^a-atlon aad 

air«l<atloa of haalth prow,tloD latarvaotlona ^Ich atlllta 

b^hairlotiral cbaoga atracegiea .»d ccoalcacloa tachal,uaa 
• . aptratlon of a«l« Infotiaatloii exchaat- vyacasa on •claaaflr, 

U«al, aoclal and policy aap«cta of HIV 
f. proirlaloit sf tralalag, ortaai.atlott of foru.a for Itttaraatloaal 

•n:han«« of aclaatlflc a.^! tacbnlc.l loformatloa, da^alop^ac of 

crlta'la and UterMtlonal acandarda, and aatabllabMac of 

conaanaua on othi.r laauer ot Intaraacl^l acop. aad coacaro. 

4. tt^^filea 

Tba MO tpaclal Protra*. oo AIDS ha, a.^aloped V broad -cratatiaa .od haa 
defined apaclfic actlirltlaa co b« conductad vltMD aacb atratagy during 
lW'-«a. Hoveirar, tha avolutloa of kapiilad:.^ rafardlag IIV a«! cacbnlquaa for 
urairan ag traaaalaaloa or raduclag tba impact of IIV iaf«:tloa my atl«ilata 
cbangta m atrategy or acclTlclCa during thla period. 
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lh« •tr«c«gl«a Include*: 

«. prrr«atloa of aaxuAl craasmiaaion 

b. pravcadoi; of craaMlaaion throoth blood cranafualon 

c. pravcficiea of craanlaa*'^ cb.oiith blood product* 

d. pravoncloa of cranoalaalon Lhroath lajoccloaa and akla- 
plarclof Inac ni t a n 

c. pTtvaaclcfi of crannlaai . chreugh otfn and a«wa dooadoa 
f. prava «cloa of parlaatal craaaalaaloa 

f. pravaacjOB of trana«laalon froa llV-lnfaccad paraoat chroufb 

uaa of charapauclc agaata 
h. p^^mnclon of HIV tramlaaloa through ch« da««lopMac and 

da 4 1 vary of vacclaaa 
1. reduce Ion of lapac f <af action oa Indlvlduala, groupa 

aad aocictlaa 

(* acracaglca .r« groupad according to tranaalaalon catagorr " 
aasuAli pa aataral, parlaatal) 

S. Practical laaoa^ aad Conaldaratlona 

The Special ?rogram on AIDS haa takan up tha challanga of providing 
rapl£ tnargancy aaalataaca to Heabar Sracaa aad to orgaaltadona liorklng oa 
AIDS crlaea and, at c!'e aaaa tl«a, eatabilahlng tha concaptoal. tacbnlcal and 
organltaclonal foundailon chat la needed for effective Mdlua and long cars 
AIDS prevention and conctol prograMee. 

During tberafore, both ehort-t*c» eupp^rt end long-ter« pUnalag ead 

ecrengtheninr vlll be provided cc t1««b«r Stetee. la^dlete eupport, for 
exeaple, le required for netlon educedonal progranee deelgned co prevent 
the eevuel creneaU of HIV; et the eeae ttae. «H0 -111 prepare guldelloee 
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•nd prototxpa MCerlaU ch«t c«o b« a««4 aod adapted to craata aora affective 
protra««a to pretreot aa.ual trana^aaloo. Tha nature of the problem end the 
urgency with which it neede to be faced eleo M«ae that ottrlag the a«>c few 
yeere .any of W>«a pro|re»e ectlvltlee wlU need Co be developed 
elaulteneouely or, c^rtelnly. not «reU the type of eeq««>tlel de^eloT»^nt 
that althc ba enciclpated with e leee urgent type of problem. 

Ihe Speclel rrograw on AIDS le already providing technical aeeleteiUre 
end egpporc to national twit lee m councrlee where there hae been an 
apldealolotlcpl «,d poUticel rec.t«ltlon of the HIV proble*. ihle vork 
urgently neede to be etrengthenad end broadened co raeii. coinr/lee .Ueedy 
engeged in eellng with HIV. Hovevc ee better Infor^tlon b.c«. ...ii.ble 
In other countrlee with reepecc to the neture end aegnltude of the ElV proble. 
end ee politic.l wHlingneee to confront AIDS In thaee cmmtrlee lnet««eee, it 
cer ^e entlclpated that the level of eupport thet wl, be reioeeted of MO 
vili Increete drea«i:icelly. 

The budget eetlMtee for IM/ .re beee^ on coileboretion with the 3*^ t< 40 
countriee, predorlnantly In Africa bo- e.eo In Aaie. the Kiddle taac end the 
terlcee. which heve Indicated .ctive Interest m iw'^ete work with WHO. In 
■eny of t eee areee, the current heelth cere eyetea Infrr-trocture My not 
permit .ore then eelectlve ..:tr vantione at thle tiae. kowever, ee deYeiopin, 
countrlee li. which the exletini* heelth cere eyetea Inf reetmcture le cepable 
of «>baitlng oedonal progre>-ee begin to recogniie the HIV problea. 
eubetentiel edditlonal fioanclel reeourcee .ay be rc^iulre-. udeed. d«-lng 
lf«7. one of tha rolee of the Prograw will be to etlmilete councrlee m 
eei jemg the HIV eltueclon end in recogiltlng the need for e netionel 
prevention %nd controi prog- 
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In ordtr to c«k« up chit chalUng* ch« 8p«6Ul Profrav* on AIDS will <i««d 
• flrtc yr •tcfflnt Uvel and financUl r««ourc«« unprtceductd in cha 
Ort«nlHclon« 'Rtc Org«rli«cloa'« captdcy to Addrtt* p«r«omMl tad 
InfrMcructur* n««<!* and, ch« cIm, lt« •blllcy to trace ch« 
rtquUlc* funding to support chj proposed progrf^aa* of work, vll^ d«c«nifa« 
«^•ch•r chr •c tf dMlgn«c«d for 1987 c«n bt •ccoopllthad. 

IV. tu— ry 

Th^ HIV opldnlc I* global ted lQvolv«« both tbc lndu«crUlls«d and 
d«T«loplng countries. Ir const lctic«« ta urgcac tni uepr«c«dcac«d chrMC Co 
glob«l health. Ve •«-• tt tn historic ■or'^c, the btglimlagt of • global 
•pldnlc «ho«e ulcMC* Mgnlcud* cannot b« pr«dlcc«d. Xc 1« cl««r ch«c 
•ccion c«k«n nov vlll hAv« grttctr laptcc ch«n •cdon* c«k«a l«ccr. 
7>t«r«for«, • ••rl«« of lM«dl«c« priority •ccloo*, «loag with ch« d«v«lopMot 
of • lon^'tera •cticsgy, fir« urgsacly a«cd«d. 

National and Inceroadoasl •n«rgle«, rMourctt, crt4tlvlcy tnd cOMlccMnc 
^Hll b« raqulr * for global AIDS control. Th« Vorld H««lth Org«ali«clofi h«i 
•••uMd lt« re«pon«lblllc/ for lMd«r«hlp at ch« Inttraatlootl X«v«1 tad 1« 
rapidly ■oblllilag the rtqulrod Incamal and »c«rfiAl r««ource«. Through 
rtMtrchi •ppllctcloa of Mitttng and lBprov«4 cochnologltt, tad •ducAclod^l 
progr«iM«« iMdlnl to bthtvioural ch«ng«t globtl \IOS praveodon tnd cortrol, 
Although difficult tn^ costly, will b«co«a po««lbl«. 
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c wr Thank you very much for a very important and 

8v?mficant statement, one that is both dramatic Sd dSSngte 

V^.°k ^ happenmg internationally in sections of the world. 
n*iS^ '■^^"^ y?"" testimony to the tendency to blame 
'"\u^\^- a^ heard that on the agendas of some coun- 
? ^ are thmking about putting some restrictions in terms of 

li iJ^""®^- ^ elaborate on both of those points? 
,«n:^V^f^" ^" terms of the stigmatization and the blam- 

mg of others, this appears to be part of the initial reflex reaction ?n 
almost every society to the appearance of this disease 

^i^^^I ^^^^ fin<i someone to blame or a 

scapegoat is o^n high as well. Several countries have introduced 
W^r^ooif&'' • restrict international travel, and the 

n Hnnir u u?^^ "^^""^ ^ responsible also for the inter- 

national health regulations, is taking a strong stand against the 
I^Cr °f °^ rest-ictio^, which le XvTSSl haSe 

^l"^ «ff«=tU2 preventing the transmission of the virus 
The Chairman. What sort of restrictions? I think that is rather 

SkZn',t*°.»f? " requirement. What ere we 

talkmg about, that you might not get entry into a particular coun- 

S 

^hal.^^f Mr. Chairman, there have been proposals to restrict 
the travel of what you might call the routine traveler, the routine 

^^fo^ll J ""^^T '^^ P™P««al suggest that if that 

^rron cannot present a certificate showing that they are not in- 
fected with the virus, a certificate which not only couM be easily 
fraudulently produced, but which in itself provides no guarantee of 
protection. They could be excluded. o guaranu* o. 

«hSLfW*i°"iite™ *^''! '^'i proposals to restrict the scholar- 
fining .1 u ^ f'''®" ^ studente if the student is infected. And, 
imaiiy, there have been restrictions proposed regarding long-term 
vi^ app icants, guest workers, if they ^tolter the couS™ 
«w ij? ii ^'■^ °? ><iea that by identifying infect- 

ed people, you can somehow protect the home population. When 
S Kingdom, howevW" it was poS 

?Jni.iS^KS^ "^^^^'^X.^^ *° ^^'^ i"f«^ted people in the 
ilnSl^^^'^Tf '^^^ te exclude a fe^African stu- 

JretnUoi s^^mc^cf '''^"^ *° ^^^^ ^"^^ 

worid, STteTEurSf? " ''^'^ '''' 

Dr. Mann. These kinds of restrictions are being considered in a 
vanety of parts of the world. There have been seleral S sug^ 
g^tions propos^ m the Americas which, thanks to the work of the 
Pan American Health Organization, have not been pursued 
thV"^ 5f ''^ ^1 proposals in several parts of the Middle East in 
this regard, and also proposals in Europe. The European proposals 
have focused on students on long-term Wsa applicantT P™*^"'* 

oJUJa'*.^^^^ ^ P'^oPosal at one time had also been pre- 

sented to address the same question. 

^J^l2Tl^^^^I' ■^°^r$° message can be effective- 

ly spread worldwide? Do ycu feel that there have been sufficient 
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efforts to bring international representatives together to exchange 
AIDS information and to coordinate efforts? 

Dr. Mann. Yes and no. There have been the major international 
conferences which the World Health Organization cosponsors, the 
first one in Atlanta, then in Paris, and then in Washington in June 
of this year. 

And, in addition, we at WHO have had a series of meetmgs, and 
expect to have roughly 50 .^leetings during the next year on vari- 
ous aspects of international AIDS. I think it has taken a while for 
organizations and for people to realize just how broad the scope of 
this problem is, and I think in the next year we are going to hear a 
lot more about the social and economic mipact rather than jusi the 
limited health impact m intemacional forums. 

The CHAiRBfAN. About a month ago, the World Health Organiza- 
tion announced its plan to combat AIDS. Could you briefly summa- 
rize the plan? 

Dr. Mann. The essence of the prog im, Mr. Cliairman, involves 
the development of strong national AIDS prevention and control 
programs. Every country in the world needs this kind of program 
that starts by assessing the scope of the problem and then develops 
a series of concrete activities for which WHO has established the 
blueprint on how to proceed and what sort of steps are necessary. 

And these, of course, include such issues as the surveillance 
aspect, the laboratory capability, the education and training of 
health professionals, and then the prevention programs to prevent 
sexual transmission, transmission through blood and blood prod- 
ucts, and transmission from mother to child. 

These are the key components of what every country in the 
world needs, but for which many countries need tremendous sup- 
port in order to be able to implement. In some central African 
countries where AIDS is a severe problem, the annual health 
budget per capita is less than one dollar. 

In those situations, without the addition of external aid, an AIDS 
prevention and control program is not a pcsslbility. 

In addition, there is a need for international leadership and co- 
ordination because many of these issues, such as the international 
travel issue, require international consensus, and the strongest 
force we have, in a sense, is the moral suasion that comes from the 
agrc'ement of the best scientific minds in the world to address a 
particular issue. 

If those minds say that there is no danger for an AIDS virus-in- 
fected person to travel on an aircraft, then we believe that the 
moral force of that argument will carry. 

The Chairman. What else do ycu think that the United States 
ought to be doing as far as its role internationally? 

'V. Mann. Well, certainly, Ir. Chairman, we are looking for 
support from .ae United States, for significant support both in 
terms of the technical resource, people, and the financial resource 
to be able to implement the 'ISl action plan and the plans beyond 
that. , ^ 

It is important that this kind of intemational AIDS controi effort 
have ^ \\e resource that is required, a resource that will grow rapid- 
ly as the awareness and ability of countries to deal with the prob- 
lem increases. 
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. T**?.S"^^^^- World Health Organization is facing finan- 
cial ditficulties. Could you tell us, in terms of this particular pro- 
gram, the battle mtemationally on AIDS, what are you talkine 
about m terms of their effort? 

The World Health Onganization has been vory, very involved in 
the past in eradicating a variety of different kinds of diseases, 
scourges, plagues, others. Now, they have identified an action pro- 
gram mtemationally. at is its estimated cost? 

Dr. Mann. The estimated cost for 1987 is $43 million. 

The Chairman. In '88? 

. ^* ^^JS,' ^1 ^^^^ months, with some expe- 

rience of 87, what '88 will cost. You must realize, Mr. Chairman, 
that in this area the kev unknown variable is the extent to which 
countn^ will indeed take on the challenge of global AIDS control. 

That figure could easily increase ten-fold within two years. 
1990? ^^^^ ^ y^^^ estimate of your budget for 

Dr. Mann. The 1990 estimate for the budget for global AIDS con- 
irol approaches $1 to $1.5 billion. 

professionally and scientifically believe 
that that kmd of resource is necessary to battle this international 

Dr. Mann. Without question, and that includes the requirement 
tor the non-govemmeatal organizations and the myriad of other or- 
ganizatione Mclude their work, and that work is not included in 
the tota' sum. 

The Chairman. And what kind of pledges do you have up to this 
pomt to try and give you some kind of assurance that the world 
community is Roing to take this kind of plan seriously? 

^"^^o Chairman, I must say that the re- 

sponse to AIDS has changed dramatically in one year Six months 
ago, on the basis of a $12 million request for funding for two years 
tor the World Health Organization AIDS program, we received $9 
million of that $12 million from seven countries, of which $2 mil- 
lion came from the United States. 

Now, we are going back to those countries and saying our assess- 
ment of ttie problem is sucii .uat $43 million is needed in 1987 
alone, and all of those countries without exception have spoken 
positively of the need to do this kind of program and of the need 
for the additional resource. 

inSl^^'n^^^^i^®^ resource that would be available in 1990 or 
lyyi will truly become available, I think, depends entirely on what 
happens and on the perception. But when we look at the fact that 
two years ago, people did not even realize that AIDS was a global 
problem and that now we understand the true global magnitude 
and ^e threat it represents, I think that in one year from now, 
Mr. Chairman, I could speak in front of this Committee and tell 
you about the dramatic increase in availability of funding as a 
result of mcreased awareness. 
The Chairman. I hope you are right. 

* P^P^® ^^"^ h^v^ working on this with regaid 

to WliO? How many are assigned to this? 

»qP^\^T- program, which s'^rted in June of 

8b, started wit.i one professional, increased t'j three, and Dr. 
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Mahler has indicated that I will have 15 professionals working on 
the staff as of later next week. 

In other words, this is being done with the real rob Peter-to-pay- 
Paul principle. This is being done by taking people on a short-term 
basis from other important programs within WHO and establishing 
the critical mass of approximately 15 professionals that will allow 
us to initiate and implement the 1987 action plan. 

The Chairbaan. Well, for something that really is a global threat 
and something which we are going to eventually end up investing a 
good deal of resources both from a research and educational point 
of view and billions of dollars in terms of jre, and to recognize the 
international and global scope of this whole challenge, we are 
starting off internationally with three professional people. 

We do not question vour leadership and your commitment and 
dedication or Dr. Mahler's at WHO, but it is certainly an effort 
that must be and should be supported, and hopefully would be, and 
we will certainly work with you here in the Conp-ess to try and 
gain that support. 

Dr. Mann, one month ago, the world was surprised with the news 
that a vaccine trial had started in Zaire. What can you tell us 
about that trial? 

Dr. Mann. Mr. Chairman, I can tell you unfortunately little of a 
scientific nature about that trial. This trial was brought to our at- 
tention, actually, by the media, and most oi what the World Health 
Organization knows about this trial, it has read in the nem^papers, 
French and American. 

What appears to have happened according to these reports is 
that a vaccine trial has indeed been underway in Zaire for a period 
of at least several months, and we are eagerl> awaiting the scien- 
tific information that will allow us to assess whether this trial con- 
tributes or does not contribute to the ultimate development of a 
vaccine available for large populations. 

The Chairbian. Well, given the need for international coordina- 
tion, is it not unusual for a secret vaccine trial to be underway? 

Dr. Mann. Well, I think it is extremely unfortunate. In fact, the 
World Health Oi^anization had a meeting in mid-December where 
we brought five American, four European and four African experts 
together and agreed that it is critical in this area that the clinical 
trmls of AIDS vaccine, because they are of such importance to the 
entire world, be done in a scientifically open manner involvj'>g the 
international scientific community and in a socially and ethically 
acceptable manner. 

The real disaster would be if a vaccine were inadequately tested 
somewhere, pronounced to be effective in the media, but yet not ef- 
fective or not assessable on the basis of information that was devel- 
oped. 

That would create a disaster because the pressure to use the vac- 
cine would be intense and ^he unfortunate consequence could 
ensue where a vaccine that does not protect or e^on hurts could be 
uised in millions of people, and that could even delay the ultimate 
development of a vaccine that would truly protect. 

So we are strongly committed to the need for international col- 
laboration and communication in the vaccine development area. 
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The Chairman. Well, I think you have talked about it briefly, 
but what is really the danger of an individual, secret trial that does 
not have the larger research community, ^^th in terms of progress 
on the issue and for the individual as well? 

Dr. Mann. For the in^vidut^Is involved, there is always the con- 
cern about the human rights; there should be the concern about 
the human rights and the ethical standards under which this vac- 
cme would be tested. 

And I am sure that other people who have spoken to you this 
mommg could speak qu^ 3 eloquently about the need for ethical 
s^R^ards in vaccine f ald trial developjient, particularly with 
AIDS vaccine. 

The other danger is that a vaccine field trial might not be ade- 
quately well designed or adequately well conducted. These are diffi- 
cult to perform. When we get to the final pay-off, which is the 
question of does a vaccine work, does it protect, that is going to be 
an extraordinarily difficult process which may take several years 
to figure out, to decide, 0.1 the basis of scientific evidence 

And if one proceeds too rapidly 

'Hie Chairman. Wait a minute. Just on this point, you mean 
from the time the vaccine is actually developed until the time that 
you have information that would indicate its effectiveness? 

Dr. Mann. That it worked, yes, sir. 

The Chairman. It may be what? How long did you say? 

Dr. Mann. We would estimate it could be as lon^ ^ several 
years. 

The Chairman. Several years? 

Dr. Mann. That is right, and that just emphasizes and under- 
line the complexity of the work. It is not easy to conduct a vaccine 
field trial and efforts by people who may not be in contact with the 
real experts internationally in this field could conduct a trial with 
good faith, but with inadequate scientific credibility, and that is 
where we all could be the losers. 

The international scientific community offers the best chance to 
get the best minds working on this problem. 

The Chairman. You are concerned that it may create false hope 
and false answers? 

Dr. Mann. False hope, false answers, and if we imagine the see- 
nano where a vaccine that did not work was proclaimed as a vac- 
cine that worked and was used by people who then abandoned 
their safer practices, believing that they were protected, I think the 
importance of that kind of misinformation is clear. 

The Chairbian. Is there anything additional that you car tell us 
about the French test? I mean, have you made any kind of medical 
assessment as to its effectiveness? 

Dr. Mann. Mr. Chairmai, we have no facts. We know that a vac- 
cme IS being used and we do not really even know the numbers of 
people involved. We do not know the manner in which those people 
were selected. We do not know what tests have been used to deter- 
mme the effectiveness of the so-called vaccine. 

I think it must be considered to be highly preliminary and that 
our best interests he in sharing of the information as rapidly as 
possible. 
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The ChairbiIAN. Given the great interest in the development of 
the vaccine both in the private and public spheres in this country 
and in other countries, is it realistic to expect coordination in vac- 
cine development and testing? 

Dr. Mann. It will be difficult in this area because thia is AIDS 
and because of the intensity of public and professional involvement 
with this subject. On the other hand, the World Health Organiza- 
tion has a track record. We have a track record in vaccine develop- 
ment, we have a track record in research manwement, we have a 
track record in establishing standards and guidelines for interna- 
tional use. ^ . , , 

i think that we must make this effort, which ultimately bcils 
iown to an effort of voluntary participation by vaccine manufac- 
turers, scientists and others throughout the world to realize that 
the benefits of collaboration benefit the whole world and that this 
problem is too important to leave to any one laboratory or to any 
one research facility. 

However, we may not succeed, but the alternative to ^rying is po- 
tential chaos in this area. 

TTie CHAiRBfAN. Well, do you have an estimate as to the number 
of people that, say, in 1991 worldwide would be infected? We have 
heard figures up to close to 150 million people. 

Dr. NLvNN. The World Health Organization estimate— the one 
that you quoted, in fact, in your opening remarks— is 50 to 100 mil- 
lion. 

The Chairbian. I bee. 

Dr. Mann. And this is speculative. 

The Chairman. That is right. 

Dr. Mann. As I suggested earlier, if it enters the Asian popula- 
tions, 100 million is an excessively conservative figure. 

The CHAiRBfAN. I see. I just want to, for our audience here and 
those who are watching, to mention about the World Health Orga- 
nization. Thev have been perhaps more responsible for the eradica- 
tion of smallpox than any other organization, any group in the 
world, and they have made very significant progress in malana, 
typhus, yellow fever, rabies, and others. 

So they are speaking from a track record of profound experience, 
and I think when they warn us about the global implications of 
this, we ignore that at our own risk. That has an enormous and 
significant importance to us as a people. 

Senator Adams. 

Senator Adams. Thank you, Mr. Chairmar. I have no questions. I 
appreciate the testimony of the witness, and I apologize to the 
Chairman. I have been over in the nuclear threshold test ban 
treaty area. Otherwise, I would have been here with you. 

The Chairman. Thank you very much. 

We are delighted to have Dr. St. John here. I imagine that Dr. 
Mann, when he wa3 talking about the global implications, was 
talking about Central America and the hemisphere as well, and we 
welcome and thank you for joining us here tooay. 

Tliank you very much, gentlemen. 

Dr. Mann. Thank you ver much. 

The Chairman. Our final panel will focus on the development of 
a vaccine. I would like to welcome Dr. Anthony Fauci, who is the 
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National Institute of Allergy and Infectious Disease 
and ATOS Coordinator for the National Institutes of Health- Dr. 
David Martin, the Vice President for Research of the biottxiinoloey 
company Genentech; and Dr. Samuel Katz, of Duke UniversityTa 
member of the expert Institute of Medicine Panel on Vaccine De- 
velopment. 

There are many important issues which we must address so a 
vaccine wiU be avaUable to the public in time to help protect the 
world 8 populations from the AIDS plague, and I think that our 
pMel here this morning can provide for this Committee and hope- 
fully for the public an update of where we are medically in terms 
of vaccme development. 

We will start with Dr. Fauci. 

STATEM£NT OF ANTHONY S. FAUCI, M.D., DIRECTOR, NATIONAL 
INSTITUTE OF ALLERGY AND INFECTIOUS DISEASES, AND CO- 
ORDINATOR OF AIDS RESEARCH, NATIONAL INSTITUTES OF 
HEALTH, WASHINGTON, DC; DAVID W. MARTIN, JR, M.D., VICE 
PRESIDENT, RESEARCH, GENENTECH, INC., SAN FRANCISCO, 
CA, ACCOMPANIED BY BRYAN CUNNINGHAM, VICE PRESIDENT 
AND GENERAL COUNSEL, GENENTECH, INC., SAN FRANCISCO, 
CA; AND SAMUEL L. KATZ, M.D., PROFESSOR AND CHAIRMAN, 
DEPARTMENT OF PEDIATRICS, DUKE UNIVERSITY SCHOOL OF 
MEDICINE, DURHAM, NC 

Dr. Fauci. Mr. Chairman, members of the Committee, I am here 
'■^search activities of the National Institutes of 
Health, (NIH), related to the development of a vaccine for the pre- 
vention of AIDS and AIDS-related diseases. 

I have submitted my written opening statement for the record. I 
would now like to summarize briefly the salient features of that 
statement. 

As soon as it was recognized that AIDS was caused by a specific 
virus that attacks the human immune system, the NIH aggressive- 
ly pursued tne development of a vaccine to prevent this devastat- 
ing disease. 

At the present time, vaccine development and research is being 
supported extramurally by NIH as well as in the NIH intramural 
?Sfif* has obligated a total of $20,518,000, total, from 

1S84 to 1986 to vaccine development efforts. 

It is estimated that $26,677,000 will be obligated in fiscal year 
tlon^iJ^f President's budget for fiscal year '88 reflects 
$4^,Uo4,000 for vaccine research. These sums do not include the 
g-eat deal of basic research funded by and at the NIH that forms 
the foundation for and that is applicable to vaccine development. 

in this regard, it is important to point out that the advances we 
have made toward developing a vaccine are due to the previous in- 
vestments in baric research and the resulting knowledge gained in 
the areas Ox virology, molecular biology, microbial genetics and im- 
munology. 

Despite these advances, a great deal of work needs to be done 
before an effective vaccine will be available. Nonetheless, concrete 
steps are already being taken in vaccine studies. 
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A number of candidate AIDS vaccine preparations have been 
niade using a variety of scientific approaches. The specific details 
of several of these approaches and the institutes involved in the 
executiou and/or support of them are described in my written 
statement 

In order to expand further the scope of investigators involved 
and the types of approaches used, the NIH will establish in fiscal 
year '88 several National Cooperative Vaccine Discovery Groups 
that will consist of multi-institutional, multi-discipl ^ry research 
teams to develop creative and targeted approaches ine devel- 
opment 

This program will encourage the collaboration of academic and 
industrial organizations. In addition, as a step toward increasing 
the NIH ir.cramural capabilities in AIDS vaccine development, an 
intramural vaccine development unit wac established by NIAID in 
fiscal year 1986. 

After candidate vaccines have been shown to be safe and immun- 
ogenic in the laboratory and in animal testing, they will become 
the reroonsibility of the NIAID, the National institute of Allergy 
and Infectious Disrases, for clinical evaluation in humans. 

NIAID currently supports six vaccine evaluation units specifical- 
ly designed to conduct phase I and ph&ie n safety and antigenicity 
testing of vaccines in humans. Several of these units will be in- 
volved in AIDS vaccine testing and are now preparing for the time 
when candidate preparations become available. 

Those units to be involved in AIDS vaccine testii^ will be ex- 
panded to allow them to respond to this additional need while 
nudntaining their commitments to other important vaccine testing 
efforts. 

It is likely that phase I studies aimed at detenrining safetv and 
immunogenicity of a candidate vaccine m^ be initiated in 1987 or 
the beginning of 1988. Coordination of NTH scientific efforts in vac- 
cine development is handled through a variety of mechanisms. 

The Chapman. If I could just ask you, what are thp numbers 
you are talking id^ut that may be tested on? 

Dr. Favci. When you liave phase I studies, they are, relatively 
speaking, sroill numbers. You are talking of approximately a hun- 
dred people which then in phase II go into a thousand « r so and in 
phase In, laiger numbers. 

The Chairbcan. Right. 

Dr. Favci. Coordination of NIH scientific efforts in vaccine devel- 
opment, as I mention^, is handled through a variety of mecha- 
nisms. There is a great deal of coordination of efforts that occurs 
through the usual informal scientist-tOHBcientist interaction be- 
tween NIH institutes, other Public Health Service agencies, private 
industiy, and academic institutes. 

The NIH AIDS Executive Committee, which is made up of direc- 
tors of the NIH components with AIDS research responsibilities, 
meets regularly twice a month to coordinate administrative, fiscal 
and n^search efforts. 

The committee is co<;haired by the Director of the NIH and 
myself. In addition, I have established an NIH-wide AIDS scientific 
vaccine committee made up of intramural scientists actively en- 
gaged in AIDS vaccine research^ 
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Exchange of information on vaccine development wi*h other 
niDlic Health Service agencies is facilitated by the PHS AIDS Vac- 
22re S®^el£P™ent and Therapeutic Intervention Subgroup of the 
PHS Task Force on AIDS that meets ugularly. 

In 8ummaj7, the NIH has responded to the need for a vaccine to 
prevent AIDS and AIDS-related disease through the development 
ot a number of basic and applied research efforts both within its 
mtramural laboratories and through extramural support of aca- 
demic and mdustrial organizations. 

Important advances have been made. However, despite these 
rapid advances, given the nature of the AIDS epidemic and other 
considerations which I wiU be happy iscuss with you during the 
question period, even if the preparations now under investigacion 
prove to be safe and effective, it is likely that it will take a number 
of years until a vaccine is available for videspread use. 

The Chairman. Can you just e.'aborate on that? How many years 
are you talking about? ' ^ 

* i?^' F^"*^- "® talking about from five to eight years. If you 
talk about phase I studies, they go from three to nine months; 
phase n, anywhere from a few months to 36 months; and phase m 
which mvolves larger, widespread, multi-center, controlled trials, 
will take up to five or eight years. 

So we do not expect, if we do have a vaccine, that it will be avaU- 
able for widespread use well into the 19908. 

This concludes my remarks, Mr. Q.ainnan. 

[The prepared statement of Dr. Fauci f jUows:] 
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Mr. Chairman, meiobers of the Coamittee. I am here today to 
discuss the research activities of the Na..ional Institutes of Health 
(NIH) related to the developaent of a vaccine for the prevention of 
AIDS and AIDS -rela ted diseases. I will report on the status of AIDS 
vaccine developoient efforts and on plans for future research 
initiatives. 

mnoDucTioH 



As soon as it was recognized that AIDS was caused by a specific 
virus which attacks the huran inmune system, the NIH agressively 
pursued the development of a vaccine to prevent this devastating 
disease. At the present time, vaccine development research is being 
conducted in NIH intramural research laboratories and supported at 
outside institutions by the National Institute of Allergy and 
Infectious Diseases (NIAID), the National Cancer Institute (NCI), and 
the Division of Research Resources (DRR). The NIH has obligated 
$20,518,000 from FY 198A to FY 1986 on vaccine development efforts. It 
is estimated that $26,677,000 will be obligated in FY 1987, end the 
President's budget for FY 1988 reflects $A2,05A,000 for vaccine 
research. These sums do not include the great deal of basic research 
funded by and at the NIH that forms the foundation for, and that is 
applicable to, vaccine development. In ddition to these in-house 
activities, many NIH intramural scientists and extramural scientists 
supported by the NIH are collaborating closely wit.i industry in these 
vaccine development efforts. A number of NIH intramural scientist- are 
collaborating with a variety of industrial organizations and academic 
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institutions by sharing scientific expertise and research materials. 
Most of the initial efforts on vaccine were focujed in the NIH 
intraaura] prograa because the virus was isolated in those laboratories 
and because it is possible to change the focus of research efforts more 
quickly in intraaural laboratories. There is a steady shift in the 
direction of extramural involvement and a number of extramural efforts 
for vaccine development will be described later. 

1 think it is important to point out that the advances we have 
■ade toward developing a vaccine are due to the or^vious investments in 
basic research and the resulting knowledge gained in the areas of 
virology, molecular biology, microbial genetics and immunology. The 
foundation of basic research, coupled with new biomedical technologies, 
have enabled us to learn more about the nature of the AIDS virus, its 
component structures and their fun-rtions, and its mechanisms of 
pathogenesis in a shorter period of time than has been the case with 
any other infectious disease. 

Despite these advances, a gr^at deal of work needs to be done 
before an effect vaccine will be available. We need to define 
clearly the role of the human inmiune system in the pathogenesis of 
AIDS. We must have a better understanding of the immune mechanisms 
that are able to prevent either the initial i^iral infection or the 
progression of an asymptomatic infection to full- blown AIDS. We must 
understand the reasons for differences in susceptibility to infection 
from individual to individual. 
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Through the technologies of nolecular biology, we will have 
greater insight into the antigenic variation of various components of 
the virus in order to identify those with most potential as candidate 
iiBounizing agents. We are supporting a Urge number of intramural and 
extramural research projects directed toward these basic research 
goals. 

APFmOIS TO THK SKVELOnOirr OF CANDIDATfc VACCimS 

A number of candidate AIDS vaccine preparations have been made 
using a variety of scientific approaches. These approaches include the 
use of whole killed AIDS virus, subunit preparations extracted from the 
virus, recombinant DNA-produced antigens, synthetic antigens, and 
vaccines produced by the insertion of AIDS virus DNA into a live 
vaccinia virus vector. Specific efforts underway include the 
following: 



♦ Scientists at the NCI have isolated purified fractions of the 
viral envelope glycoprotein. One such oreparation, called the 
gpl20 subunit. has been inoculated into goats, horses and rhesus 
monkeys. These animals produced i.ntibodies to this fraction th.it 
were capable of neutralizing the AIDS virus in laboratory tests. 
Both the natural and the genetically engineered pieces of gpl20 
are being tested in chimpanzees to assess whether actual 
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infection with the AIDS '^irus can be pre**ented in vaccinated 
fifiiaals. 

* Scientists at the NIAID have inserted the region of the AIDS 
vims DMA that codes for the expression of its envelope proteins 
into vaccinia virus. In collaboration witu the NCI, NIAID 
investigators have inoculated Hac^ique monkeys with this 
recoabinant vaccinia vector preparation and antibodies have beer 
producec that also neutralize the AIDS virus in xabor^tory tests. 

* In addition, the NIH is also supporting researc\ that has 
produced two synthetic peptides containing amino acids th<*t are 
analogous to the gpl20 and gpAl regions of the AIDS virus 
envelope glycoprotein. Antisera from rabbits inoculated with 
these peptides were capable of neutralizing AIDS virus 

infect ivity in laboratory assays. The synthetic peptide which 
corresponds to the gpAl region is currently being evaluated in 
chimpanzees. Considerable intramural and R&D contract 
supported '.fforts are being focused on the development of these 
types of synthetic vaccines. Some of these preparations are 
being tested for safety and antigenicity in laboratory and animal 
studies. Depending on theje revults, phase I studies in hum^nj 
will be initiated at the appropriate time. 

Many o^ these viral vaccine preparations, particularly the small 
Dolecular weight antigens such as the subunit fractions and the 
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synthetic peptides, sre only able to elicit a weak antibody response 
when injected into animals. In r -der to incre%>d the antigenic 
response, investigators have injected thej.^ i in combiuation 

with other agents called adjuvants. While ,Der of «c juvants can be 
used in animals, only one, alum, is approved as safe *^or use in humans. 
Therefore, the NIH will be supporting research proje^ cs to develop 
* Utional r.djuvants as well as to explore other procedures for the 
safe potentiation of the human inmuna response to these small antigens. 

GhtORAl. VAOCna DKVSLOFMBIT Km»TS 

At the present time, no one knows which of these various 
approaches will provide the best vaccine candidates. r..«refore, it is 
important that all scientifically sound approaches be pursued. To 
further expand the numbers of investigators involved and the types ^f 
approaches csed, the NIH will establish in FY 1988 several National 
Cooperative Vaccine Discovery Groups based on the model of the National 
Cooperative Drug Discovery Groups, that were extablished to provide 
innovative scie f ^ - approaches t^ targeted drug development. 
Likewise, the N. lonal Cooperative Vaccine Discovery Groups that 
consist Eulti-institutional, multi-disciplinary research groups will 
develop creative and targeted approaches to vaccine development. This 
program will encou-age the collaboration of academic and ir .ustriai 
organizations in the use of their scientific talents and resou.-es to 
address AIDS vaccine development. 



109 



ERIC 



106 



km A step toward IncrMSing the NIH intrantural capabilities in 
AIDS vaccine developaent , an intraoiural Vaccine Development Unit was 
eatablietMd by the NIAID in FY 1986. The capabilities of this unit 
will be expanded this year to enconpass a full range of vaccine 
developaent activities including basic research on the molecular 
biology of the virus and the host innune response. In addition, a 
concerted effort will be undertaken to develop appropriate animal 
models for the evaluation of candidate vaccL -^s. To support this 
latter effort, a high quality animal containment facility will be a 
CQOponent of this unit. 

The availability of appropriate animal models for the testing of 
candidate vaccines is a particularly urgent need. At the present time, 
the chimpanzee is the only model of human AIDS virus infection that can 
be used for the evaluation of candidate vaccines and therapeutic 
agents. Although the chimpanzee doed not develop the disease, an 
infection c^in be established in this primate, and valuable information 
on the isr^une response to the virus as well as on the potential of 
various candidate vaccine preparations can be obtained. While there 
are other priaate models that may be of some value in vaccine and 
treatment studies, they involve disease caused by a related primate 
viru~ not identical, to the human AIDS virus. Considerable intramural 
and extramural research efforts are bein^^ directed, through several 
individual NIH components, toward the further refinement of the 
chimpanzee model and toward the development of an alternative model. 
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AfUr candidate vaccines developed by the NIH have been shown to 
be safe and imnunogenic in laboratory and animal tests, they will 
become the responsibility of the NIAID for clinical evaluation in 
humans. Candidate v&ccines will be evaluated through R&D contract 
supported institutions in collaboration with intramural scientists, 
other NIH Institutes and other appropriate PHS agencies. The NIAID has 
a gr'jat deal of experience in the development and evaluation of 
vaccines against a large number of infectious agents. It currently 
supports six vaccine evaluation units specifically designed to conduct 
phase I and phase II safety and antigenicity testing of vaccines in 
humans. Several of these units will be involved in AIDS vaccine 
testing and are now preparing for the time when candidate preparations 
become available. Those units to be involved in AIDS vaccine work will 
be expanded to allow them to respond to this additional need while 
maintaining their conmitments to other important vaccine testing 
efforts. 

PHASES IN AIDS VACCINK CLINICAL TESTING 

As mentioned, these units are primarily designed for early 
vaccine testing. The first step in vaccine testing in humans is 
referred *.o as phase I. In phase I studies, the primary purpose is to 
look fcr toxicity or gross adverse side effects of the vaccine, gain 
some information on its immunogenic potency in humans, and establish a 
proper dose level for further studies. Phase II studies involve larger 
numbers of subjects a^d provide more information on safety and 
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i»nogenicity. These phase II studies confirm the proper dose levels 
and aey provide soae preliainery date on the licssible effectiveness of 
the vaccine in preventing disease. After a vaccine has completed phase 
I and II testing, it is moved to phase III studies that involve large 
numbers of volunteers. These studies are often ipulti -centered, and are 
usually designed as randomised, placebo-controlled trials. These phase 
III trials provide the statistically significant data on the efficacy 
of the vaccine that is necessary before the vaccine can be made 
available for general use. It la lUtrnXy that fhaaa I atuAiM o* # 
candiaata vaccina mqp ba iaitiatmA in 1M7 ar tha fc a ti — la g of I9tm 

The AIDS Program of the NIAID sponsored a workshop on AIDS vaccine 
development in July of 1986 which addressed the status of various 
approaches to vaccine development and began ."iscussions on the design 
of safety, antigenicity and efficacy studies of MIS vaccines. The PHS 
will be holding a meeting in March of 1987 for further discussions on 
the design of clinical trials and to establish the criteria that should 
be met by vaccine preparations to be considered for human trials. 

O0QKI>IIIATI(M 

Coordination of NIH scientific efforts In vaccine development are 
handled througl. a vari^ty of mechanisics. A great deal of coordination 
of efforts occurs through the usual informal sclentist-to-scientlst 
interaction between NIH Institutes, other PHS agencies, private 
industry and academic institutions. The NTH AIDS Executive Committee, 
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which is ms<i« up of Directors of NIH components with AIDS research 
responsibilities meets twice « month to coordinate edministretive, 
fiacel and research efforts. In addition, I have established an NIH- 
wide AIDS Scientific Vaccine Committee made up of intramural scientists 
actively engaged in AIDS vaccine research. This Comittee meets 
regularly to discuss scientific approaches to vaccine development and 
results of current research as well ss to plan new experiments. 
Members of NIAID»s extramural AIDS Program staff attend these meetings 
in order to be aware of the status of vaccine research and to plan for 
future testing through extramural facilities. 

Exchange of information on vaccine development with other PHS 
agencies is facilitated by the PHS AIDS Vaccine Development and 
Therapeutic Intei-vention Subgroup of the Public Health Service Task 
Force on ^'DS. This subgroup also meets on a regular basis, and each 
agency involved in research on AIDS vaccines provides updated reports 
on its work and discusses future plans. Further PHS coordination comes 
from meetings of the main PHS Task Force itself that meets twice a 
month. 

SUMASY 

In summary, the NIH has responded to the need for a vaccine to 
prevent AIDS and AIDS-related disease through the development of a 
number of basic and applied research efforts both within its intramural 
laboratories and through extramural support of academic and industrial 
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organizations. Important advances have been made in better 
understanding of the pathogenesis r' the disease, the nature of the 
causal agent, and factors important ii» the immune response of the host. 
The rapid advances made in undersi-^-'mfc the biology and molecular 
biology of the AIDS virus have led to concrete steps being taken toward 
the development of a vaccine through the preparation of several 
candidates that are in various stages of preclinical testing. Despite 
these rapid advances, given the nature of the AIDS epidemic, even if 
the preparations now under investigation prove to be safe and 
effective. It 1» likely that It will take a number of y^ra «>til ff^ 
YKdiM i9 «vsllctol« for idupnad umm.l 

Mr. Chairman, members of the Committee, this concludes my 
prepared statement. I will be happy to answer any questions you have. 



ERLC 



114 



Ill 

The Chairman. Could we have Dr. T vid Martin? 

Dr. Martin. Yes, thank you, Mr. Chairman. My name is David 
fltortm. I am a phvsician and geneticist, and Vice President and 
*T^i"r." ^f'®*"*^ Genentech. With me is Bryan Cunningham, 
who 18 Vice President and General Counsel of Genentech. 

Genentech is a leading biotechnology company committed to the 
resMTch, development and commercialization of pharmaceutical 
products made through recombinant DNA teck^ology. 

Genentech is one of the biotechnolo^ companies actually pursu- 
mg development of an AIDS vaccine. I appreciate the opportunity 
to share with you the promise and the frustrations of our efforts in 
this area. 

A m^or hope in the struggle against AIDS is that development 
ot a vaccine wm be possible. The consensus of experts, including 
those at the WHO and the National Academy of Sciences, is that 
even if the scientific and non-scientific issues which cloud the de- 
velopment of an AIDS vaccine can be resolved, a vaccine is five or 
more years away. 

Although a vaccine may be years away, this should not detract 
trom the tremendous strides of the scientific community that you 
have heard about earlier this morning, nor should it dash any 
hopes for a vaccine. 

c Z®'"**^^^® scientific obstacle involved in producing an ef- 
fective AIDS vaccine is the virus variation problem. This problem 
A . ™ ^^^^ ®™* multiple strains of HTV, or the 

AWb virus, with immunologically distinct surfaces. 

This enables the virus to evade an immune response because the 
unmune response— for example, one generated by vaccination— 
which eliminates one type of virus may be less effective or ineffec- 
tive m ehminating a virus with a slightly different surface compo- 
nent. 

A similar situation exists in the case of polio, where there are 
three immunologic-distinct forms of the virus. All three types of vi- 
rus^ are included in a polyvalent vaccine. This vaccine has been 
spectacularly effective and it is obvious that a similar polyvalent 
yaccme for AIDS might protect individuals against the various 
types of the virus. 

Untbrtunately, the number of HIV types— that is, serotypes-is 
completely unknown at this time. Feder&l efforts should support 
and expedite the ongoitu; research efforts. 

First, Congress should provide increasing funding to greatly en- 
hance and fully support the NIH and other governmental and pri- 
vate agencies who are conducting serotyping of the AIDS virus. 
Ihe same serotyping program which was done for polio is essential 
for the developme'-. of an AIDS vaccine. The technology for this 
serotyping currently exists. 

The results of ttds typing will allow the various investigators 
working on an AIDS vaccine to choose the genes from the appropri- 
ate vu-al isolates for inclusion in a polyvalent vaccine in order to 
provide broad protection against the different types of AIDS virus. 

Secondly, we urge this Committee to take steps to develop a cen- 
tral repository for viral isolates and patient sera so that they are 
readily available to all qualified scientists. 
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The powerful tools of biotechnology have much to ofTer in the de- 
velopment of vaccines, particularly in connection with an AIDS 
vaccine. Genetically-Engineered vaccines based on portions of the 
recombinantly-produced surfaces of AIDS viral envelope are inher- 
ently much safer than conventional vaccines which used weakened 
or killed vaccines. 

Recombinantly-produced fragment merely mimics a portion of 
the virus in order to trigger an immune response. Absolutely no 
one will develop an AIDS infection from this type of vaccine. 

No vaccine, however, is a hundred percent safe. It will not be 
until after the ^despread use of an AIDS vaccine that the infre- 
quent adverse effects will be identifiable. Testing of an AIDS vac- 
cine has its own unique problems. There are no good animal 
models. 

Because the HIV affects certain non-human primates, it does not 
generate an AIDS in those animals. Only direct test on humans 
will sufRce, and the direct test will clearly raise mrxny social, ethi- 
cal and political questions in the determination of whether a vac- 
cine will be effective. 

Because of the long latency period of HIV in humans after infec- 
tion, it may take, as Dr. Fauci has said, many years to determine 
whether it effectively prevents AIDS. 

The Institute of Medicine conference in March of 1986 found that 
promising research results are not developed into products because 
of, number one, the enormous expense of clinical trials; number 
two, the unknown market size, particularly with adult vaccines 
which are not mandated by the States; and, number three, the po- 
tential for large and unpredictable awards in product liability cases 
where the manufacturer has properly made a vaccine which has an 
inherent and unknown risk, one that cannot be avoided. 

The Institute of Medicine has correctly identified the barriers to 
vaccine drvelopment. The uncertain legal environment has had 
tanfeiHle ad/erse effects on vaccine manufacturers. It has discour- 
aged the mtmufacturer in innovation of vaccines. 

Some pha maceutical manufacturers have chosen to opt out of 
the vaccine business altogether. The remaining manufacturers 
have been forced to reflect the increased cost in their prices. 

Last fall when Congress considered the childhood vaccines bill, 
the number of manufacturers had dwindled to one manufactui-er of 
polio vaccine, one manufacturer of vaccines for measles, mumps 
and rubella, and two DPT vaccine manufacturers. 

In fact, in May of 1986, the two manufacturers of the DPT vac- 
cine announced tremendous price hikes to cover the cost of law- 
suits. One of the manufacturers, which had priced a dose of vaccine 
in 1982 at 11 cents per dose, was reportedly charging $11 per dose 
pfter June 1986 to cover the costs of litigation through self-insur- 
ance. 

The same disincentives for manufacturing childhood vaccines 
exist for developing an AIDS vaccine. In addition, there are other 
obstacles to the development of an AIDS vaccine. 

Unlike the childhood vacdnes whose widespread use identified 
adverse side effects, we cannot accurately know or guess what side 
effects will be associated with an AIDS vaccine. 
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Unlike the chUdhood vaccines which the States make mandatory 
for Mch child, we do not yet know whether or when the govern- 
ment will mate aa AIDS vaccine mandatory. 

The question of who will use the vaccine is critical to answer for 
purposes of commercialization, but it has even more significant 
health consMuences. From a pubUc health point of view, fliere are 
a number of reasons why the government should make an AIDS 
vaccme, once developed and proven safe, compulsory. 

First, the motrit important consideration is that the current epide- 
!"o'2SJ*^u^P^ «» the United States and its prevalence in the 
Identified high-risk groups such as homosexual men and IV drue 
abusers most hkely reflect the transmission of the virus five or 
more years ago. 

Rye years from today, we may weU see an entirely different epi- 
demiologic picture for HIV infection with a much greater preva- 
lence in the general heterosexual population. 

indeed, we already know from the epidemioloar of HIV infection 
in Africa that at least certain HIV strains can be spread through 
the heterosexual population. For this reason, the vaccination of the 
general population at the earUest possible date is essential to pre- 
vent anything remotely similar to the widespread heterosexual epi- 
aemac now m progress in several African nations. 
^. Se«>n<"y» there is absolutely no way to guarantee that the na- 
tion s blood supply will remain entirely safe with respect to HIV 
transmission. Generalized vaccination of the heterosexual popula- 
tion is the only *ay to reduce the risk that contaminated blood is 
°°ff.^j, '^^^^y admmistered to unprotected individuals. 

Thirdly we cannot afford to allow HIV to become endemic in the 
way that hepatitis B has. Currently, there are over two million ear- 
ners of hepatitis B m the United States and nearly 200 mUlion in 
the People's Repubhc of China. 

As has happened for hepatitis B, once a significant number of 
women of child-bearine age are infected with HIV, the infection 
may become endemic because it is frequently passed to the chil- 
• *u x?. mothers, ff we do not intervene now, we may be faced 
in the future with a widespread, chronic, endemic infection and a 
laree pool of earners. 

Fourthly, generalized vaccination programs are responsible for 
the remarkable successes of the smallpox and the polio immuniza- 
tion/eradication programs which you heard about a few moments 
ago. 

Vacdnes targeted at high-risk groups without compulsion, such 
as the hepatitis B vaccine, have faUed to prevent an increased inci- 
dence of the disease m the United States. 

At least one State, California, has enacted l«nslation to facilita' 
development of an ATOS vaccine. Last fall, California passed a law, 
f^'^}jl^^.^^'.^iach aMre8ae8 each of the obstacles the Insti- 

nn. ^f?*^"*® ^'^^ Stymie vaccine development. 

The Caltfomia iMislation is a laudable first step. Federal legisla- 
tion should go further in the area of tort reform. It should ensure 
that judges -md Junes do not have the power to second-guess the 
ludgment of FDA experts who, after spending years evaluating the 
benefit/ruk retio of a vaccine, wUl have concluded that the benefit 
to the public fit)m an HIV vaccme outweighs the unavoidable risk 
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inherent in buch a vaccine. Federal law should clearly protect the 
manufacturers of an AIDS vaccine from liability without fault. 

For these reasons, we support the following Congressional ac- 
tions: number one, increased funding for programs directed toward 
serotyping; number two, establishment of a central repository of 
AIDS virus isolates and patient sera; number three, tort reform to 
establish fault-based products liability, including a victims compen- 
sation fiind to discharge society's responsibility to pay for the 
larger benefit of a population protected against the deadly HIV; 
number four, making a vaccine against HIV a compulsory vaccine 
for the general popubition. 

We urge that these steps be taken now when the biotechnology 
companies developing HIV vaccires are on the verge of making the 
decision of whether or not to mount the very expensive scale-up 
and preclinical development programs necessary before the com- 
mercialization of their R and D efforts. 

Thank you. 

[The prepared statement of Dr. Martin follows:] 
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fiTATTlMCTIT OF DAVID W. HA RTIN. JR.. M.D. 

Mr. Chairwan^ and Baabars of th« conitt««, 
Ganantech i* • leading biotachnology coapany 
conlttad to tha raaaarch , daval opsant and 
coaBarclalization of pharwacautical products aada 
through racoabinant DMA tachniquaa. Ganantach ir 
ona of tha biotachnology coBpaniaa actually 
pursuing davalopaant of an AIDS vaccina. I 
appraciata tha opportunity to shara vith you tha 
proBisa, and tha frustrations, of our afforts in 
this araa. 

Today Mnlcind is confrontad vith potantially 
tha Boat insidious disaasa avar known — ona vhich 
attacks tha iBBuna systas and randars it incapabla 
of resisting tha invading virus. Tbosa vh? davalop 
tha syaptOBS of it vill dia. 

Acquirad IsBuna Dafician':y SyndroBa — AIDS — 
ia priaarily a saxually transBittad disaasa vith no 
aarly warning signs. Aftar inf action vith HuBan 
ISBunodaficiancy virus (HIV), individuala Bay ba 
haalthy for fiva or Bora yaars during which tiBS 
thair aaruB Bay not avan tast positiva for AIDS 
antibodias. Thasa individuala, unavara of tha 
infaction, unv ttingly apraad it. Haalth officiala 
auggast only 25% to S0% of thoaa infactad vill 
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d«v«lop tbm syaptou; thm nst nmain carriers of 
thj dr«ad disMM. 

tetmn 1991 vh«n thm disaasa vas first 
diagnosed and tha and of 1986, ovar 27,000 paopla 
in tha unitad stata hava baan raportad to hava 
AIDS. By tha and of 19S6, ovar 15,000 had diad. 
Tha U.S. Public Haalth Sarvica aatiaataa that by 
1991 thara will ba 270,000 raportad caaaa of AIDS. 
Conaidaring aatiaataa that ona to two Million 
paopi. Bay alraady ba infactad, tha Public Haalth 
Sarvica 'a aatiaata of AIDS caaaa in 1991 aaaaa 
axtraordinariiy consarvativa. 

Tha coata to aociaty of thia draad diaaaaa ara 
ataggaring. Tha huaan coata — tha aaaciation, tha 
daaantia, tha pain, tha auf faring, tha loaa of 
productivity, tha loaa of young livaa — ara 
incalculabla. 

Tha dollar coata rra aatronoaica? . Tha 
Hitional Acadaay of sciancaa racantly x»?jrtad that 
tha avaraga hoapital coavj alona ranga froa $50,000 
to $150,000 for Mch AIDS patiant. Tha Public 
Haalth Sarvica projacta that diract coata of cara 
for AIDS patisnta in 1991 alona will ba $8 billion 
to $16 billion. It ia littla wondar that 
aradication of AIDS ia Aaarica'a highaat haalth 
priority. 
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Ifhat can bm don« and hov can va vaga var on 
thia diaaaaa? 

Diagnoatic taata ara now availabla which ara 
capabla of datacting antibodiaa to tha AIDS virua* 
Thaaa diagnoatica hava dona auch to anhanca tha 
aafaty of tha Nation 'a blood aupply. Appropriata 
critaria ara in placa for idantifying and axcluding 
blood and plaama of donora vho ara at incraai«ad 
riaX of tranaBitti.ng tha diaaaaa* 

Unfortunataly, AIDS cannot ba curau at thia 
tima* Ona drug, AZT, baa ahovn proaiaa in 
inhibiting a kay anzysa, ravaraa tranacriptaaa, 
involvad in tha raplication of tha virua • On 
balanca , howavar , tha axtanaiva af f orta diractad 
toward acraaning and taating antiviral producta, 
producta to rabuild tha inuna raaponaa and 
producta to traat opportuniatic infactiona 
aaaociatad with AIDS bava not baan auccaaaful * 
Hhila wa vuat continua tha aaarch for affactiva 
traataanta, avan an affactiva traacxant ia not a 
ccvplata anavar* 

A Bajor hopa in tha atruggla againvt AIDS ia 
that davalopaant of a vaccina will ba poaaiblw 
Tha conaanaua of axparta including thoaa at tha 
World Haalth Organisation and tha National Acadaay 
of Sciancaa in that, avan if tha acientific and 
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noMci«ntific immun »rt,ich cloud tb* d*v*lof>mnt of 
M AIDS v.ccin« CM b« rMolv«d, • v«ccln« i« fiv, 
or Mr* yaara amy. Although • vaoein* !■ y^r. 
•way, thia should not detract froa th« tr«i«ndou« 
•tr^d.. th. .ciMfflc comunity ha. taXan In 
undaratanding liv and hov It works, nor ahould it 
dash hppaa for a vai m. 

aeauiiiation agalnat aIiw and pravantion of it 
In our population and in tha world at larga ^at ba 
our goal. Hiatorically, iMuniiation haa baan ona 
of aadicina'a Mat apactacularly auccaaaful and 
coat affactiva pravantive haalth Maauraa. Ona 
raaaon haa baan b«.cauaa govarmtant or othar 
organiiationa wara willing to atap forward at tha 
•ppropriata tl«a with particularly powarful 
raaourcaa. Through inunitation in our lifatUa wa 
hava aaan tha global eradication of aaal'pox. Wa 
hava alao witnaaaad tha virtual alUination In thw 
Onitad stataa of polioiv«litia and hava draatically 
raducad Maalaa, .u^a and ruballa. m,ara ara now 
thouaandf of children aliva and wall who would hava 
diad of thaaa diaaaaaa if our .odam vaccinae had 
not been developed, such ia the hope of vaccinea. 

Vaccinae all wortr on the ease beaic principle 
by getting the body to aaka antibodiea which will 
recognifc end bind to an infectioua egent, 
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Bignaling oth«r parta of th inuiM syatn to kill 
or inftc iv«t»> th« tgant. Parhapa tha major 
aciantifio obatacla imolvad in producing an 
affactiva AIDS vaccina ia tha virua variation 
problaa. 

Thia problaa atama froa tha fact that thara 
axiat Bultipla atraina of HIV vith iaaunologically 
diatinct aurfacaa. Thia anablaa tha virua to avada 
an imna raaponaa^ bacauaa tha inuna rtaponaa 
which aliainataa ona t>^4 of virua may ba laaa 
affactiva or inaffactiva in aliainating a virua 
vith a dif f arant apac truM of aurf aca coaponant • 
Practically apaaking, an individual vaccinatad vith 
tha coaponanta of ona typa of virua might ba abla 
to mount an iaauna raaponaa againat tha homologoua 
virua, but not nacaaaarily againat a diff arant 
atrain of virua. 

A ^^milar aituation axlsta in tha caaa of 
polio vhara thara ara thraa imaunologically 
diatinct forma cf tha virua. All thraa typaa of 
virua ara includad in a pe3walant vaccina. Thia 
vaccina haa baan apactacularly affactiva, and it ia 
obvioua that a aimilar polyvalant vaccina for AIDS 
aight protact indi^ iduala againat tha various typaa 
of the virua. 

Unfortunately, the number of HIV typaa ia 
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co.pl.t. ly unknown .t thi. tlw. Tnu., .r. th.r. 
only • f„ typ.. of HIV, 1. th. c... with polio? 
Or, >r. th.r. u «,or«ou. nu.b.r of typ.., „ i, 
th. c. with th. lnflu.n.. viru.? xh... ^.-tion. 
•r. c«tr«l to th. d.v.lop..„t of an aids v.ccin.. 
A l.rg. nu.b.r of viru. typ.. (>50) .ight imJc. th. 
Pr.ctic.1 production of u aids vccin. virtu.lly 
iapoB.ibl.. 

F«J.r«l .ffort. .hould .upport and .xp.dit. 
ongoing r....rch .ffort.. rimt. th. Congr... 
•hould provid. lncrM..d funding to gr.atly .nhanc 
•nd fully .upport th. hih ««, .„y „th.r 
gov.««.ntal or priv.t. ..ctor .ffort. to conduct 
..rotypin, of th. aids viru.. xh. typing 

Progra. which w.. don. foi polio i „ti.i ^or 

th. d.v.lopwnt of an AIDS v.ccin.. Th. t.chnology 
for thi. typing currwtly .xi.t.. Th. r..ult of 

thi. typing will .llow th. v.riou. inv..tig.tor. 

working on an AIDS v.ccin. to choo.. th. g.n.. fro. 

th. .ppropri.t. vir.1 i.ol.t.. for inclu.ion i„ . 

polyy.l.nt v.ccin. in ord.r to provid. broad 

prot.ction .gainat th. diff.r.nt typ.. of AIDS 



viru.. 



S.cond, w. urg. thi. comitt.. to t.k. .t.p. 
to d^v.lop a c«,tral r' o.itory for viral i.ol.t.. 
and pati«>t ..na, ,o that th.y ar. raadily and 
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MBily avmilabl* to all qualified aciantiatB. 
Third, va aak for graatar coordiiucion of fadaral 
afforta in ordar to Maka aora raadily availabla 
inforaation concaming govamaantal raaaarch 
projacta and tha data raaulting froa auch projaeta* 

Tha povarful toola of biotachnology bava math 
to of far in tha daval^^aant of vaccinaa, 
particularly in connaetion with an AIDS vaccina. 
Ganatically anginaarad vaccinaa, baaad on portiona 
of tha racoabinantly produoad aurfaea of tha AIDS 
viral anvalopa, ara inharantly auch aafar than 
convantional vaccinaa trtiich uaa vaalcanad or killad 
viruaaa. Tha racoabinantly produoad fragaant 
aaraly aiaica tha portion of tha virua in ordar to 
triggar an iaauna raaponaa. Abaolutaly no ona will 
davalop an AIDS infaction froa thia typa of 
vaccina. Mo vaccina, howavar, ia 100% aafa. 
Moraovar, it vill not ba until aftar tha vidaapraad 
uaa of an AIDS vaccina th&t all tha infraquant, 
advaraa affaeta ara avan idantifiad. 

Taating of an AIDS vaccina haa ita cvn uniqua 
problaaa. Thara ara no good aniaal aodala. Evan 
though tha HIV infacta cartain non-huaan priaataa, 
it doaa not giva thaa AIDS. Conaaquantly, aniaal 
t^zta can only^ dataraina *f tha vaccina pravantad 
tha viral infaction by taating for antibodiaa to 
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th. HIV «MJ for th. HIV Btt M. Such f .t. Mm,ot 
predict for certain «nrth.r th. v.ccln. win 
pr«v«it AIDS In hiaan.. only dir.ct t. .t. on 
hiaans, which r.i.. «ar.y .oci.l, .thicl 
politicl quMtion., will b. .bl. to d.t.r.in. 
i»h.th.r th. v.ccln« i. .ff,ctiv.. b«cu.. of th. 
long imtmncy p.riod of HIV 1« huwn. .ft.r 
infction, it My tax. .^.r.i y„„ to d.t.r.in. 
«h.th.r it .ff.ctiv.ly pravMt. *I0S. 

In lurch of 1986, t\im Ccitt.. «>d th. Hou.. 
CoMitt.. on ln.r9y and Con.rc. ..led th. M.tion«l 
AMdMy of Sciwic., In.titut. of itedicln. (ICH) to 
h.lp for«ul.t. . nw v.ccin. policy, ion conv«,«| 
. confMrMc of 70 l..din, .xprt. on v.ccln.. .nd 
l»unif.tion. Th. di.cu..ton .t th. conf.rww. 
focu..<J .n th. continuing in.d.qu.cy of gov.m««,t 
and indu.tri.1 inv..tM«,t d.apit. th. co.t- 
.ff«:tivM... of l««uni,.tion. ih. lON conf.rwic 
found th«t proaiaing r..Mrch raault. .r. not 
<J.v.lop«l into product. b«c«u.. of (1) th. wionwu. 
•xp.n.. of clinicl tri.l.; (2) th. unXnown urk.t 
•it., particularly with adult vacein.a which unllX. 
childhood vaccina, ara not aandatad by the atataa; 
and (3) th. potantial for larga and unpradictabla 
awarda in product, liability caaaa whar. tha 
■anufacturar haa proparly uda a vaccina which baa 
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an inh*r*nt and known riak; ona which cannot ba 
avoidad* 

Tha National Inatituta of M#dicina aada tha 

aa>a pointa In ita racantly publiahad, 

covprahanaiva analyaia of tha AIDS apidamic: 

Much of tha axpartiaa in vaccina 
davalopBant ia in tha .^^^^''^^i 
aactor. Bowavar, contributiona of 
induatry to tha davalpp»«nt of an Hiy 
vaccina ara inhibitad toy tha atibatantial 
davalopaantal coata in tha abaancc of a 
aionificant probahility of 
ratum and by appr^hanaion ovar potcintial 
llabiilty ineurrad in tha courat^ of 
vaccina diatribution. Craativa cptiona 
for tha govarnaantal support 
induatrial raaaarr^i guairantaaa 
vaccina purcfaaaa, «nd tha aaauqptiMi ot 
raaaonabla liability should, tharafora, 
ba activaly aicplorad and anoouragad. 

Healt h nirt '"'^ Pa«**reh (1986), at 27. 

in ita raport, tha lOM latar aptly obaarvad: 

Anothar difficulty involvaa tha 
unnillingnaaa of ^nany 
conaniaa to comit to a "Ifnl'ic*?^ 
financial and aciantifio lnvaat»ant in 
vaccina davalop»«it in tha 5«ca of 
priaant liability thraata and Inauranca 
ccnaidarationa. Concama «tiat ovar 
liability both during tha taating phaaa 
of vaccina davalop»aiA and ■ 
vaccina ia licanaad but ara PJ^P« 
graatar during tha lattar pariod. 
problaaa of vaccina liability ara daalt 
with swiftly and affactivaly, no 
■anufacturar say ba willing to produca 
HIV vaccina for uaa in tha Aaarican 
■ar)cat. 

jlbid . at 229. 

Tha Inatituta of Madlcina haa corractly 
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id«ntifi«d th%i barriara to d«v«lopMnt of vaccin«s, 
Th« liability quaations loofR particularly larga. 

Thaaa mxm troubling quaationa* Oomu tha 
aanufacturar vho proparly praparad and laballad tha 
vaccina or tha aqually innocant victia Mo ia 
injuraa by tha infraquant, but unavoidabla, aida 
affact baar tha loaa? If tha aida affact vaa 
unknown, ahould tha aanufacturar or tha innocant 
victia hava to baar tha loaa? 

Undar vall-aatabliahad lav, tha vaccina 
aanufacturar ia not liabla for injuriaa vhan tha 
vaccina haa baan proparly aanufacturad and adaquata 
vaminqa of known riaka hava baan providad. Soaa 
courta hava actad contrary to thaaa principlaa and 
forcad aanufacturara to pay aixabla daaaga awarda 
including awarda of punitiva daaagaa. in tha firat 
aignificant caaa, fiaytl v Wvath Laboratoriaa . 498 
F.2d 1264 (5th cir* 1974), tha Court auggaatad 
coapanaation ahould ba providad to tha innocant 
victim and that tha coat ia baat boma by tha 
aanufacturar, 

Tha claar aignal to var;cina aanufacturara from 
tha BftyftA daciaion, and thoaa which follow in ita 
vaka, ia that liability aay ba found without fault. 
Subaaquant caaa rulinga hava furthar ancouragad tha 
filing of law auitr daparting from liability 
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Msoci«t«d with f«ult. filft Kitch, E.w. "in* 
Vaccina DilaBa»" Xbbum in 8ci«nc« and Tachnology 
(Wintar 1986), at 108 - 121. Thaaa daciaions hava 
tha affact of unjuatifiably aaXing tha munufacturar 
tha inaurar. 

Tha uncartain laga 1 anvironaant haa had 
tanglbla advaraa af facta on vaccina Banufacturara: 
It haa diacouragad tha aanufactura and innovation 
of vaccinaa. Soaa phanacautxcal aanufacturar^ hava 
choaan to opt out of tha vaccina buainaaa 
altogathaj-. 

Tha raaaining aanufacturara hava baan forcad 
to raflact tha incraaaad coata in thair pricea. 
Laat fall, whan Congreaa conaidarad tha childhood 
vaccinaa bill, tha nuabar of aanufacturara had 
dvindlad to ona aanufacturar of polio vaccina, ona 
aanufacturar of vaccina for aaaalaa, auapa and 
ruballa and two DPT vaccina aanufacturar*. In Kay, 
1986, tha tvo aanufacturar* of DPT vaccina 
announcad traaandoua prica hikaa to covar tha coat 
of lav auita. Ona of tha aanufacturara, which had 
pricad a doaa of vaccina in 1982 at $.11, vat. 
raportadly charging $11.40 par doaa aftar Juna, 
1966, to covar tha coat of litigation through aalf- 
inauranca . 

Tha aaaa diaincantivaa for aanufacturing 
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infection with a such gjMttr pre a«nc« in th« 



•Irsady Jcnov froa thm •pidMiology of HIV infection 
in Africa that at laaat cartain HIV strains can ba 
apraad through tha hataroaaxual population. For 
this raaaon, vaccination of tha ganaral population 
at tha aarliaat poaaibla data ia aaaantial to 
pravant anything raaotaly aiailar to tha vidaapraad 
hataroaaxual apidaaic now In prograaa In aavaral 
African nations. 

Thara ia absolutaly no way to guarantaa with 
100% cartainty that tha nation's blood supply will 
raaain antiraly safa with raspaot to HIV 
transsission. Saall hut finita risks axist at tha 
prasant tiaa that individuals tAio hava tha HIV 
inf action » but vho hava not yat davalopad tha 
antibodias to HIV trtiich tha diagnoatic taata can 
datact, will on occaaion donata blood and 
contaainata tha nation ■ < blood aupply. Ganaral ixad 
vaccination «9f tha hataros»axual population ia U:^ 
only way to raduca tha riak that contaainatad blood 
ia not inadvartantly adainiatar d to unprotactad 
individuala. 

Wa cannot afford to allow HIV to bacoaa 
andaaic in tha way that hapatitia B haa. 
Currantly, thara ara ovar 2 aillion carr^ara of 



ganaral hataroaaxual population . 



Indaad, wa 
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h«patiti« B in th« Unit«d 8tat«« and n«arly 200 
■illion in thm P«opl«*« Rapublic of China. Am hae 
happanad for hapatitia onca a aignificant nuabar 
of voaan of childbaaring aga ara infactad with HIV, 
tha inf action aay bacoM anda^ic bacauaa it ia 
fraquantly paaaad to tha childran of auch aothara. 
If va do TXQC intarvana nov^jjp raduca tha nuabar of 
HIV aaropoaitiva voaan of childbaaring aga, va uy 
ba facad in tha futura with a vi^^aapraad chronic 
andasic inf action in a larga pool of carriara. 

Tha Boat auccaaaful vaccination programa in 
tha Unitad Stataa hava both involvad tha vaccinaa 
which vara adainiatarad univaraally to tha ganaral 
population, Ganaralisad vaccination programa vara 
raaponaibla fcr tha auccaaa of tha aaallpox and 
polio immization prograaa. vaccinaa targatad at 
high riaX groupa vithout coapulaion, auch aa 
hapatitia B vaccina, hava f&ilad to pravant an 
incraaaad incidanca of diaaaaa in tha Unitad 
Stataa. 

At laaat ona atata, California, haa anactad 
lagialation to facilitata davalopaant of an AIDS 
vaccina. Laat fall California paaaad a lav, 
Aaaaably Bill No. 4250, vhich addraaaaa aach of tha 
obotaclaa lOH aaid vould atyaia vaccina 
davalopaant. Califomia'a law providaa for 
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coaptnsation to thm innoe«nt victlas i^oa« injuri«a 
mrm c«UMd by an AIDS vaccina; it providaa aoaa 
nMda4 tort rafora to aaaura only vanufacturara at 
fault ara liabla; it guarantaaa tha purchaaa of a 
certain nuabar of doaaa of any FDA approvad AIDS 
vaccina; and it providad $6 Billion for clinical 
triala. 

Tlia California lagialation ia a laudabla firat 
atap. Fadaral lagialation ahould go furtbar in tba 
araa of tort rafora. Zt abould inaura that judgaa 
and joriaa do not hava tha pcwar to aacond guaaa 
tha judgaant of FDA* a axparta vho, aftar apanding 
yaara evaluating tha banafit/riak ratio of a 
vaccina, will hava concludad that tha banaflt to 
tha public froa an HIV vaccj- * outtraigha tha 
unavoidabla rlaka inharant in auch a vaccina. 
Fadaral lav ahould claarly protaet tha 
aanuf aeturara of an AIDS vaccina froa li abil ity 
without fault. 

laaunisation ia a aocial good. Ma^a 
iaaunisation can craat^ "hard iaaunity." Zn tha 
caaa of aaallpox, univaraal iaaunixation ultiaataly 
raaultad in aradication of tha diaaaaa . Thua , 
aociaty banafita i^an ita paopla ara iaaunisad and 
aociaty ahould baar tha coata irtian innocant victiaa 
davalop known advaraa raactiona froa v&ccinaa of 
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which Banufactur«rs hav« vam«d, but imich th«y 
hav« no pow«r to •llHiiwt*. For aiailar rtaaona, 
Bociaty should b«ar th« cost vh«n innocant vietiar 
davalop pravioualy unknown advaraa raaetiona trjm 
vaccinaa. Zn tha caaa of an AIDS vaccina, tha coat a 
of a vietia coiq>anaation program vith raaaonabla 
liaita for innocant vietiaa ia a asall prica to pay 
co^arad to tha apiraling coata for hoapitaliiation 
and traataant of AIDS patianta vhich could ba $16 
billion and cllabing yaarly by 1991. 

For thaaa raaaons, va aupport tha following 
Congraaaional actions: 

1. Zncraaaad funding for prograas diraetad to 
aa retyping; 

2. Eatabliahaant of a cantral rapoaitory of 
HIV iaolataa and patiant aara; 

3. Tort rafora to aatabliah fault-baaad 
producta liability, including a victia 
coapanaation fund to diacharga aociaty'a 
raaponsibility to pay for tha largar 
banafit of a population protactad againat 
tha daadly HIV; 

4. Making a vaccina againat hiv a univaraal 
vaccina. 

Ha urga that thaaa atapa ba taJcan now bafora tha 

biotachnology coapaniaa davaloping HIV vaccinaa 
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hav* to fac* th* daciaion of vbathar thay will 
eonarcializa thalr Invantlona or not. 



L34xe5.carVab 
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tJ2l^n^£!fwi, °*ik?^''f us a lot to think about in that 
testimony, both the ethical issues as well as the viability issues 
commCTCial matters, which we will come back to "^^"""^ 

defeS^ J^vTyoXT^d^y*^^^ pediatrician. We are 

enSiui^^iS; AA^. Kennedy, Mr. Weicker, Mr. Metz- 

enpaum, Mr. Adams. This is a special opportunity for me to sneak 

m^t and the use of vaccines to prevent AIDS ucvciup- 
My own interest in vaccines spans SO years of involvement with 

baP'i virolo«c research, clinicJinvestiJation, vSeTriSs re^ 

aeareh consultation and, more r--*ntlv,pubUc%S^ ' 
Uurrenthr, I serve as chairman of the Immunization Practices 

wh^7 Committee of the United States PubUc HeSth S^JSkJ 
recommendations for use of vaccinesTS 

AT^£¥°°*^!y' Dr- Fauci has asked me to be a consultant to the 

pSIe^ri^^C^^&f the National Institutes of H^th" 
if\gJ^- y®^»."om 1982 to 1985, I served on several Institute 

ti W aZ^T!? *f^JJ^*=^ ?^ °f thf Nationid ffi 

tute of AUergy and Infectious Diseases examined priorities in vac- 

sSkeSe^r;,'! .^nH ?'yj?teraction to wEich Dr Marti^ 
T ft.^i; if ^ ^ P".^**® ^accir-J innovation. 

I thmk it is iraportai.. to review briefly the ^ast history of vac- 
cine development in this country in order to fook at^th7cunS^t 
challenge with some perspective. D Aug the past 35 yearlfwe hive 

ro prevent a multitude of virus mfections, including influenza do- 
ffii -^.i^^' ""'^P' congenital rubeUa, ^\^SSSb.^ 
^J^^ succewes have all represented combined endeavors of indi- 
^SvS*'*^ 8™"P« researchers in various setting, uS- 
S/ine Nffl t^p&^^'^r*^*"^?^' governmental ag^AdS, 
D^kn^J^hlv^t^Pit^ Ehsease Control, the Depjrtient of 
uetense, and the Food and Drug Admmistration, and pri/ate indus- 

The interplay among these individuals and trouDS has been rfv- 
cMuZtwHf ^'"f titive, and in many inlKS iSife^^d 
collt.,joratiye. Most of those who attended a July NIH workshoo on 
^JS '^^^'S^ sponsored by the National InS of ^te^^aSd 
ieiew'Tde?S'.''^.*^*^u^^°'»^ guarded opuS,?;? 
oriflV infiSS ^^^^^ prevention 

rJiZw^^^'^^^ *^**x ""^'^ information remained to be acquired 
sSe Sfh'SaSrS.^ ,AII¥-.,P"ring my earlier stai^mentfl 
iff F^Z- i,« ^ important to unde-line what 

1*. Fdua has already mentioned, and that is we have no preSs 
experience with the prevention of human ir' ^tior^ Hue to thTcar- 
ticulor class of agents, the retroviruses, ^ the other siSe^s 

I^\hfni^n^*^°?l"^^Ji^^^^^^ typ^of W^.'' 
.h^jTr^^- °^ directions in which vaccine development 

?eSn^5;ill ^ ?.f ^"'^^f "* ^H^^^'^ importanJ^nter- 
SZiwinSLT^ ^® prevention of the original infection with 
&^n,^ToT^®^ f '!?*^ virus not in the prevention of disease in 
those important, unfortunate -ndividuals who are already infected! 
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Their scdvage will be better addressed by chemotherapy, immun- 
otherapy and combinations of both. 

Even if induced animal infections 8Uc.i as those mentioned in 
chimpanzees and other non-human primates can serve as models of 
human infection, it is important to appreciate that retroviruses 
may behave very variably in different species, so that the requisite 
transition from laboratory and animal experiment to human study 
will be critical and frought with anxiety. 

The eventual strat^es for intervention with vaccines to prevent 
human infection will be conclusively determined only by studies in 
man. Thus, there are ethical, legal and social issues to be consid- 
ered in parallel with the very complex scientific ones. 

There are nugor concerns regarding liability. Dr. Martin has 
spoken to these. This is an area where government intervention is 
critical to the encouragement of successful clinical studies. 

The recently-enacted National Childhood Vaccine Injury Act of 
1986, Public Law 99-660, could well serve as a prototype for federal 
and/or State development of legislation to establish an equitable, 
reasoned approach to compensation and liabili^ for alleged vac- 
cine-related ii^ury. 

This issue is considered at great length in several recent reports 
from the Institute of Medicine. To encourage the pharmaceutical 
industry to develop and to distribute potential AIDS vaccines, the 
system must be corrected in a way that will remove the current 
l^al interpretation of strict product liability while still protecting 
vaccine recipients and guaranteeing compensation for any injuries 
incurred. 

The planning and implementation of the initial human clinical 
trials will merit careful scrutiny by an expert advisory group. Such 
trials will have to be conducted in special settings, such as those 
which Dr. Fauci described in the vaccine centers. 

When a vaccine is shown to be successful in generating an 
immune response, the next steps will be even more difficult. How 
does one select a group of susceptible individuals at risk in order to 
assess the efficacy of such a vaccine? 

There will be many issues to be considered, including the afore- 
mentioned confidrntiality, compliance with long-term follow-up, 
and the anticipated cost of such studies. Once an apparently suc- 
cessful vaccine has been developed and brought through phases I 
and n, the qupstlon arises again as to at what age and to whom 
would one administer iYns vaccine. 

It will be exceedingl> difficult, if not impossible, to identify in ad- 
vance those individuals whose eventual choice of lifestyle may 
make them at greater risk of AIDS or who will be subjected to en- 
vironmental factors th-^t may put them at higher risk. 

The question will arise whether this is a vaccine which should be 
administered to all children, and Dr. Martin has raised that ques- 
tion, early in life, ^ is no' our accepted practice for the common, 
preventable diseaji^d, diptheria, whooping cough, tetanus, polio, 
measles, mumps, rubella 

The social stigma of AIDS rnay arouse significant reluctance of 
parents to have their hildren immunized against a disedse which 
they C€mnot envision ever affecting them. 
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However, an ideal age might be age 10 or 11 years, prior to or at 
the onset of observed sexual activity in our society. 

The issues of funding are obvious; they have been spoken to and 
I will not reiterate them. 

In summary, I believe that the priorities which one can assign to 
the development of an AIDS vaccine are unequaled by anv other 
disease which we face today or have faced in recent years, so that 
in the consideration of all of these issues we can only adopt a posi- 
tive approach to the development of a safe and effective vaccine 
and the mobilization of funds to continue and foster the research 
and development leading to it. 

Thank you, Mr. Chairman. 

[The prepared statement of Dr. Katz follows:] 
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Mr. Cnairmon and Conmittee JKBters, 

T!tds is a welcome and privileged opportunity to speak with you 

today about some of the issues which we shall face in the developnent and 

use of vaccines to prevent Acquired Inwune Deficiency Syndrome (AIDS). My 

own interest in vaccines spans 30 years of personal involvement '^ginning 

with basic virologic research, e ^ending into clinical investigation and 

vaccine trials, merging into research consultation and, more recently, 

public policy. Qirrently I am Chairman of the Inmunization Practices 

Mvisory Conmittee of the Lhitecl states Public Health Service (at the 

Centers for Disease Control) and a consultant to the AIDS Executive 

Cormittee of the Natioial institutes of Health. From 1982 until 1985, I 

was Chairman of a carmittee of the Institute of Medicine of the National 

Academy of Sciences to study at the request of the National Institute of 

Allergy and infectious Diseases the establishment of priorities for the 

development of new vaccines. Simultaneously I was a menber of a second 

cormittee at the Institute of Medicine investigating public-private sector 

relations in vaccine supply and innovation. These experiences leave me 

with an overall optimism regarding the ability of our nation to mount 
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eventually a successful vaccine program to prevent AIDS. 



Ttie past history of vaccine devr 10|inent in this country is 



inportant to review briefly in order to examine the current challenge with 
Bone perspective. In the past 35 years %#e have been successful in 
developing safe and effective vaccines to prevent a multitude of virus 
diseases including influenza^ poliomyelitis^ measles^ muips, rubella^ and 
hepatitis B, These successes represent the cnobmed endeavorb of 
individual scientists and groups of researchers in varied settings 
Including university medical centers, research institutes, governtiental 
agencies (including the Hational Institutes of Heal th, the Centers for 
Disease Control r the Department of Defense and i-he Food and Drug 
AdRiinistratiOii) and private industry, especially the pharmaceutical field. 
Ohe interplay among these individuals and groups has been a dynamic, 
healthily conpetitive one and in many instances a positive and collaborative 
relationship. Previous witnesses before your comittee this mornLng have 
already attested to the unique attributes of AIDS, the * "TUs (HIV) which is 
responsible for it, the uiirune response to the infection and the problems 
in research and health education, with the mobilization of talented 
scientists in the many environments to which I have referred above, there 
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are already significant advances occurring in a dynamic fashion increasing 
our understanding of the vinis, the imnune response to infection and those 
characteristics of both aspects which must be taken into consideration in 
research and develqpinent of a preventive vaccine. The dynamic kaleidoscope 
of AIDS research is such that almost daily new information is acquired 
regarding HIV and its interactions with the human host. 

a> July 28th and 29th of 1986 I was privileged to serve as 
Chairman of a two day workshop organized by the National institute of 
Allergy and infectious Diseases to examine issues in the developnent of 
vaccines to prevent AIDS. Most ijipressive was the eithusiasm ^id optimism 
of the many investigators who attended and shared research results. Again, 
they represented every facet of the public and private biomedical 
scientific establishment Most of those in attendance left the sessions 
with guarded optimism and a renewed determination to seek effective 
vaccines for the prevention of nv infections and their dread consequences. 
It was aRMrent that much information remans to be acquired regarding many 
aspects Of AIDS, ranging fran its pathogenesis through the natural history, 
the epidemiology, the relationship to other infectious agents, the iiwune 
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response and the availabilty of relevant animal nndels. Despite my earlier 
statement i ^rding our success with many other viruses in the past, it is 
is(x>rtant to emphasize that %ie have no previous experience with the 

r 

prevention of hunan inl :ticn due to this class of agents, the 

retrovinsses. , 

In thinking of the directions for vaccine development, my 
judgnent is that the most iiqportant intervention will be in the prevention 
of original infection, but not in the prevention of disease in those 
unfortunate individuals already infected. The latter aspects will be 
better addressed by chemotherapy, immunotherapy, and possibly coirbirations 
of both. 

Even if induced animal infections such as those of chuipanzees 
can serve as models of human infection and their prevention by 
investigative vaccines, it is i]ifX}rtant to appreciate that retroviruses may 
beh >ve quite variably in different species so that tlie eventual transition 
from laboratory to huun study will be fraught with anxiety. Ihe eventual 
vaccine strategies for prevention of human infection will be conclusively 
determined only by studies in nan. niis raises major concerns regarding 
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liability in the conduct of these studies. Itiis is an area where 
governmental intervention will be critical to the encouragement of 
legitinatcr thoughtfully planned clinical studies, rtxe planning and 
liiplenjentation of initial human clinical trials will merit the scrutiny of 
«tpert advisory groups. Such trials will need to be conducted in special 
settings for initial *servation but then include the facilities f6r long- 
term surveillance, both for safety and efficacy, if/wtien a putat.ive 
vaccine is shown to be successful in the generation of an ijiroine response* 
the next steps will be even more difficult. Bow does one select a group of 
susceptible indiviAjals at risk in order to assess the efficacy of such a 
vaccine in prevention of HIV infection? Amc^ many considerations will be 
surveillance, maintenance of confidentiality, conpliance with clinical 
followup, and anticipated duration of observations. Even if /.then an 
^rently successful vaccine has been developed, a more sensitive question 
will be the selection of what population, and at what age, to adninistec 
the vaccine, it would be exceedingly difficult, if not inpossible, to 
identify in advance those individuals whose choice of lifestyle or other 
enviroonenta: factors will put them at high risk. Hie question will arise 
whether this is a vaccine which should be adninistered to a) 1 infants, 
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early in li£e# as is accepted practice now for the comTon preventable 
diseases of infancy and childhood (di{^theria« vrhoqping cough# tetiinus* 
poliomyelitis^ measles^ xaimpe and ni>ella}. The social stigma of AIDS may 
arouse significant reluctance of parents to have their chiloren innunized 
against a disease which they cannot envision ever affecting thenu 

Ihe mobilization of funds to support the lengthy and multiple 
research efforts which will lead to the development of successful AIDS 
vaccines will again be a collaborative one involving both the government 
and the private sector. SiJnilarly the educational programs which will be 
necessary in order to facilitate vaccine studies arid eventual vaccine 
utilization will require skilled materials and performance bv educators and 
health professionals. Ttte necessary funding has already been estimated by 
the Institi'te of Medicine group chaired by Drs. Sheldon Wolff and David 
Baltimore. B)ese must be allocated as new funds, ^nt taken from other 
essential programs the success of which may well hold unexpected clues to 
our understanding of AIDS and human inmunodeficiency virus. Inappropriate 
reallocation of funds originally intended for other research vxyuld be 
counterproductive and deleterious to research in multiple other areas of 
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major hisian nealth significance. 

rtie recently enacted "National Childhood Vaccine Injury Act of 
1986- CPublic Law 99^60) nay well serve as a prototype for Federal 
developnent of a program to establish a fair, constant approach to 
caiiwisation and liability for alleged vaccine-related injury, i^is issue 
is considered at great length in the report of the Institute of Medicine 
Study on vaccine SuH>ly and Innovation (National Academy Press, Library of 
Congress Catalog Card #85-60772). To encourage the E^iarmaceutical industry 
to develop and distribute potential AIDS vaccines, the system must be 
corrected in a way that vill remove the current legal interpretation of 
strict product liability while still protecting the vaccine recipient and 
guaranteeing corspensation for any injury incurred. 

There can be no do\±>t that a vaccine to prevent infection with 
human imnunodef ic?ency virus receives the highest priority for development. 
In considering those factors %Aich bear on the establishnent of such 
priorities, all of thfj following items are relevant. 

current research progress relating to the agent 
*<orbidity aiv Mty of the infection and the disease 
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Identification of target population 

Technical feasibility and the probability of success 

T\)e cost of developioent and production 

Predicted efficacy of the vaccine 

Delivery of the vaccine (U)e route and the nuirber of doses) 

Adverse reactions encountered 

Tbe cost per dose and course of iinnunization 

Die duration of protection afforded 

Acceptance by health personnel and by the intended target 
population 

In considering vaccines for AIDS, nearly all of these issues can 



be viewed in a very positive fashion with the anticipation that the known 
morbidity and mortality of the disease will ensure acceptance of a safe and 
effective vaccine as %^11 as the mobilization of i ^^ds to foster the 
development. 
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Tl» Chairman. Thank you very much. 

nn flri^ -"^ P^?^ individuals who are about as 

iFVtfl ^y°°^»? *e country or any individuals in terms of 
what IS happening out m the research area, certainly from y^h^ 

^f°^'S? v^i"^^ th^tioiffiiSS.'^dl 
thmk David Martm in terms of what is happening out in the ori- 
vate sector. So I am looking forward to haViStife ch^ce to ret 
your responses to some of the questions that I hSve! ^ 
8oi.?^^f Arns ^.indicated earlier that you do beUeve that 
^ t2ll^ ^ AP® """^1 ^ available for testing sometime 
D? FA^a Y^si?" ^ ^ ^ ^ °^ ^^'^^ 
The Chairman. One of the issues which must be resolved before 

llf^^rT'^^-^^''^^^^^''^ fficacywiUb^SS^pS 

m humans. I would like to ask yo" Sr. 

Int^ 1^^ ''5?^^ P^^^' y"""" opinion about this Juertion 
;if "[fl the sense of urgency about the developmenrSf a 
vaccme, the delav that comes in the testing of the prknates but 

ai^tij&M^*^^ ^^^^ wouicf»'f^ 

tes^ii'paSui'^S^'^'- ^ *o essential to 

I SLf^u^- mentioned the tirm efficacy, Mr. Chairman, and 
I thmk that IS reaUv the critical word there There is noluwtion 

Sif Lfe?' T*^'^ ^ P"* should ^ fiS 

*?»9ty. and mununogenicity in animals. 
mS!,i!S?*^ approach would be to get an animal model that 
most closely resembles the human. In this situation it is the chim- 
panzee that can be infected with the human vSxis 

I he standard approach taken by most investigators is to show 
J^n TS**? ? candidate vaccine will prevent the infS 

hSSi^. ^^^^ *° ^ected aSd then go on to 

a»Pll'"?*^*y the chimp model is that this animal does not 
get the disease. The chimp gets mfacted, but it do^ n^ Set 
SS?v"^«SJSr** get the disease. So^TcSilVte 

*^°"«h "ject a vaccine into the 

S^^^SSlJoteL'^S ^'^'^ 

The'(£;ssrS-' K? " ^- 

Dr. Katz. I would support Dr. Fauci's presentation. It must be 
tMted m anunals first, but that is not going to give ST the Sere 
because we do not have a perfect animal model answere 

Keys. With naeasles, you could produce measles in raonkevs The 
next step real y was rubella, where what we were S^g prevent 
was the mfection of a fetus in utero. prevent 

»w.Jf?j)!Z! "®''w to develop an animal model of human ru- 
bella mfection. We went through the monkey model becau^here 

be Mswered, such as Dr 
Fauci has mentioned, safety and immunogenicity. But we never 
know until we got to man and continued ^th trials tK 3 
prevent the infection of a baby in utero. 
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So there will be, again, unanswered questions with HIV vaccines, 
but there are still essential steps in the testing in primates that I 
think have to precede human trials. 

The Chairman. You included this testing when you talked about 
the time that would elapse before we might have at least some re- 
sults in terms of a vaccine that would be safe and efficacious and 
that would be approved when you gave us that five to eight years? 

Dr. Fauci. Yes, that is including the initial testing for safety and 
immunogenicity in animals, sir. 

The Chairman. And would you agree that even vaccines that 
h'^ve been tested in primates and then in human beings in a few 
instances ended up having unprecedented and undesirable effects? 
Is there a danger of this und of an outcome with a new AIDS vac- 
cine? 

Dr. Fauci. There is no question that testing in animals can give 
you a good sense of the types of toxicities you may see, but it cer- 
tainly will never give you an absolute, complete answer. 

We genendly find out about the very rare toxic effects of a par- 
ticular product after it has been administered to large numbers of 

Cople. Sometimes you see problems early on with smaller num- 
rs. This is one of the nuuor rationales for going gradually from a 
phase I to a phase n to a pnat^ m. 

Hopefully, you will pick up the mcyority of the deleterious effects 
in phase I studies which are geared toward safety and immunogeni- 
city, but it is also conceivable that you will not see certain of them 
un.ll the vaccine is widely used in phase HI studies and thereafter. 

The Chairman. Dr. Martin, I want you to respond to these, too. 
Perhaps you would respond to the first question. 

Dr. MARTIN. My response, I think, would be a little bit difiTermt. 
I would say that Riven that the safety was shown ir a chimp model, 
for instance — in fact, safety can be determined in ether non-human 
primates than the chimp— then obviously an efficacy study would 
need to be done in chimps. 

Given that it is safe and non-toxic in chimps, I think a ooeitive 
result— i.e., some evidence of protection of infection by HIV in a 
chimp— would be very encouraging. On the other hand, I do not 
think that lack of protection in a chimp from HIV infection should 
be unnecessarilv cuscouraging, ihe reason being that chimps and 
humans have the potential of responding somewhat differently to 
different immunogens. Their immune systems, while very similar, 
are not identical. Thus, lack of proven efficacy in a chimpanzee 
model should not deter the study, at least phase I, in a human pop- 
ulation. 

The Chairman. For the purposes of the discussion, the animals 
we are talking about are primates; specifically, chimps. Is that cor- 
rect? 

Dr. Martin. Yes, sir. 

The Chairman. We all agroe with that. 

Are there sufficient numbers of chimps around? 

Dr. Martin. I would categorically say no, there probably are not 
at the moment sufficient numbers of ' /ell-cared-for, studied chimps 
available. I know Dr. Fauci has been very much involved in trying 
to acquire such animals. That is, I believe, going to be a significant 
problem. 
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f.^^^' y°"' *^P<" "8 to the earlier iues- 
Sr^FAifrhZ"?^^- '^'f *^J°, °' *° other primal 

effiLv Xj^hi^n L^^*^ '^'^^S^ determine 

S^^f i K <=^P,"»*^ °°^y regard to infection, not dis- 
S&I?lfl,^^T chunpanzee is the only animal thkt can £ 
SSS^hJ!^ actually was referring to the 

And lagree with whtt Dr. Martin was saying that if vou »o not 

frZ^^"f^A^^ not n^^rilyTter 

irom going into humans. 

we^'^SiSiTt^w '^'^ ^ 'i"'^ P^b'ems that 

mt 2^ ^ that would prevent a vaccine from going to the 
market area once it has been tested? What are they' 

*h^^ three areas. The first is 

^rihS oi,P™J'»ct Ixabdity protection for the manufacturer or di^ 

t"butor. The second is th« enormous cos! 

The CiLUBMAN. I know the enormous problem we faced in that 
^hcMdhood diseases. O r Committee Westled with St for 15 

^-.^ ^ of that spin off from 

theuse of the live iccmes in polio in preclictabe number. 

riahf of^IJr ^^i*"";,- *° "^^'^ almost drove that company 
tifn wi fi o^r^"^'^°' «> tW is an enormously important quJ- 
tion We finally came up with a solution to this in the last vear 
but It arou: ;s enomo is kinds of diherences lJ?e in th£ x% ^ ' 
mo^A- 5 T i?"^"* eliminating product liability . ihat is a 
m^or kind of a question as well that involves, even if* - nroduce 

L«on nJ fi^ ^^^"^A to be n*.-I«ence even in .he pro- 

th^T ! whetTier you free companies from puttmc 

l^yfhaTitlhtte ^^^^^'^ - 

w^t to *° ^^'T" people, but we do ..ji also 

n-^liihiSf °^ * *1 at If you eliminate the pro^ 

^nXt Lr '^^^^ P""«"- That is obviouslj an 
™ t"at we have to worry about 
What are the others? 

Dr. Martin. The others have to do with the enormous cost of the 
S^r^'SnS"'^ f^"^. development. Perhaps you are avSre that 
^rrin^fw development progi-am, for instance, for an \IDS 
vaccine that the successf'ul research effort really accounts for on^y 
^i^v^-*'!!!* °^*he costs of developing an i^JDS vaccine ^ 
be thp '^'^H^* that is. what is going to 

Sp~fnJ2 u T- ^® ^° ^-0'' ''hat the market size i8,lnd 
therefore when it comes to managing essentially a small-veAture 
S^^i,^: ^ Genentech, we always have to concern o-Sef 
S ri?ky proj^t."^ '""P^'^y °° ''hat is, in eSt a 

T^? Chairman. Any ether comments^ 

^rll^J^- ^e^' ^ w°"l<l like to aou one comment to your remarks 
enator Konnedv. and that is -oiotincr •I "^'r,' 




thrmicrli «,i,7/ri, „" "®"V^-^' •'"«'^*^."-'u itna i>rug Aoministration, 
nSfJr ^ passed and tested carefully 

prior to licensure, is onr best safeguard against that. ^'^eiuiiy 
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I (.rink that that agency is staffed with scientists who are very 
familiar with vaccine development, and all of the studies that we 
are talking about now include deliberations and collaboration with 
scientists in all the agencies, not just the National Institutes of 
Health. 

The Chairman. Doctor, you are the professional on it. When you 
use live vaccines, you get a certain number of predictable cases of 

iir. Katz. That is correct. 

The Chairm/n. Those people bring the cases and thev go to 
juries and they see a malformed child out there, and they brought 
those cases and that is predictable. Thev can produce under the 
best of circumstances— it is predictable that some children will be 
^ryured. 

Those findings against that company raised the price, as we 
heard earlier, from 11 cents to $11 dollars. 

It just about drove that company out of the production of it, and 
it is not that they are prciucing an inferior product and it is not 
that they have not got ^DA approval. 

We have just been wrestluig with *^his problem for a long time 
and it is certainly a problem?, that we will have to solve with this 
vaccine as well. 

We are going to have to be creative and imaginative and work 
with the scientists and the private sector to be able to do it. 
Dr. Martin. Mr. Cunningham, I think, has a comment. 
The Chairman. Mr. Cunningham? 

Mr. Cunningham. I would iust like to add these remarks about 
it. In the California model of tort reform, a couple of points were 
the guiding points in development of that legislation. 

One was that the sponsors of that legislation were not asking for 
the manufacture!* to be excluded or to excuse from fault, responsi- 
bility for his fault. For instance, there was no change in the law as 
it relates to the negligent iranufacturer of a drug. If you do not 
follow the recipe, you have liability. 

The Chairman. Yes. 

Mr. Cunningham. The two areas that were addressed were, one, 
the design of the vaccine and the warning of known risks or known 
side effects, and in that case the California Legislature basically es- 
tablished that if the manufacturer had not been negligent in de- 
signing the vaccine or in warning of the known risks, that would 
be the area where strict product liability would not be applied. It 
would be liability based on fault. 

And then the other principle that the California Legislature fol- 
lowed was that this is a societal problem and the costs of, again, 
predictable side effects— you do not know wha^ they will be, but it 
is predictable that there will be side effects— should not be borne 
either by th? victim or by one or two companies whc have under- 
taken to produce the vaccine. 

Therefore, they sought to establish a victims compensation fund. 

The Chairman. Well, I do not want to get into this more than we 
already are, but you had a person that was getting the polio vac- 
cine; a mother goes in and the possibility of contracting the disease 
may be one in 600,000. Now, that is notice. 

Dr. Katz. One in three million. 
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jae CHAiRBdAN One in three milUon, so the mother is going to 
aI^^I I^ "'^^^^ are going to be other chil- 

SSJwhi' °^Lf */*it ""^"P^^- The child who gets the vaccine, 
othS^hikk^n ®^«<^^v«-y immunizes the 

Now, the child gets poUo. Now, are you going to say. well vou 
were warned? You had one chance in three^Son aSd 7ou\S> 
Sn!.,! ^T' ^ '^ant to set back into that debate here 

tod^, but It does not lend itself to a very quick, seatK)f-the-pants 
response 

? P^v *?"*^ one and it is one we are going to have to address 
and I think we ought to be able to addreis it I do not hesitaK 

Iftrf^t ^^.i!^ ^^^^ You know, when we are talk- 

ing about all the progress that we are going to do and all these 
tioM important ethical issues and ques- 

fJCt!^^x^^. ^y."*® a Do you think we are 

lamng about a compulsory immunization program in this country' 

h« ^ ui- «P*?!*uyi°'' Y**^® ^ one that is established 
by the Pubhc H^th Service through a variety of consultative 
mechanisms Dr. I^tz just mention^! he is the Jhairm^ n^ of 
the Vaccination and Immunization Advisory Committee. 

rpinv ^f^t'^A^'^L!^^ ^ ^swer right now. It 

reaUy wiU depend on bnngmg the best individuals from various 
segmenta of society and approaching that very important question. 

rhe CHAIRB4AN. Where do you come out on it now? 
fi,of" Jr^"'^;i.^ a sdentist and not as a policymaker, I would say 
S^Sr ^^^i^^ ? ^^'^ this viris can be spread het- 
erosexually and that it is a sexually transmitted disease, I would 
StS extensive immunization, as opposed to re- 

The Chaibman. Dr. Katz? 

vnP'mSi^; lif^^ r fu^ ^° <=<'"°*fy to mandate that 

you must do things of this sort. 

The Chairman. We are. 

Dr. Katz. And if this were to be a vaccine used in 

rhe Chairman. WeU, we do it tentatively with regard to the chil- 
dren s diseases m order to be able to go to school. 
Ur. Katz. But ycu can get excused. 
Tn»e Chairman. You can, that is true. 

Dr. Katz. You can get a letter from your physician that says 
your mother does not believe in this. ^ 

The Chairman. That is right, but those are the exceptions. 

Ur Katz. Those are the exceptions, but I think that there are 
?f«»irT^i??* involved here, and one is the one you have men- 
tioned. If this were a y aocme that is given to children, by and large 
™LwT''®°^i^® inedicme practices in public health clinics and in 
private practice in this country are such that childhood immuniza- 
tion 18 Widely lollcwed. 

More than 98 percent of children have the recommended vac- 

«° that the"-® ^ cufltom and 
hUd^ '° ^^'^^"^ °^ preventive vaccines in 
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It is the adult vaccines where we do miserably, hepatitis B, the 
pneumococcal vaccines, influenza vaccines. There is not the same 
tradition and custom in giving vaccines to adults. 

So I think part of the anr^er to this is going to be to whom will 
you administer it and for whom will it be recomme *ed, and then 
to see the record of how you achieve immunization w^i^h it. 

The Chairman. Dr. Fauci, what can you tell us about when this 
vaccine is developed in terms of phase 1? Are they going to immu- 
nize those without the antilxxL ^ or those with the disease? 

Dr. Fauci. Again, that will be a matter of policy based upon 
advice from a number of sectors. There are pros and cons to each 
from a scientific star ooint which I can address very briefly for 
you. 

The Chairman. Sure. 

Dr. Fauci. Excluding phasv I or phase 11 testing, the pro of im- 
munizing an individum who is not yet infected is that, in fact, you 
may prevent the acquisition of the virus and thereby prevent the 
development of the dlisease it causes. 

Vaccination of only uninfected individuals does not do anything 
for those million or more individuals right now in this country who 
are already infected. 

One of the potential positives of immunizi*^g individuals who are 
already infected is that you inay be able to prevent the progression 
to full-blown disease. One of the potential disadvantages is that you 
do not know what particular new toxic side effect you might see if 
you rev up an immune system against an agent with which they 
are already infected. 

So, scientiflcally, there are pros and cons to each. 

The Chairman. Let me ask you, how many people who are not 
infected do you think are going to line up for this vaccine? 

Dr. Katz. IIow many people t^at are not infected? 

The Chairman. Yes, that are not infected are going to volunteer 
to take this. I mean, do vou think that is realistic in terms of a 
public behavioral kind of thing? Do you think they are going to 
want to take it? 

Dr. Fauci. I think that you will -and this is just an opinion 
that I get from speaking to individuals and groups. I have no scien- 
tifically based way of giving you an accurate number, Mr. Kenne- 
dy- 

The Chairman. Yes. 

Dr. Fauci. But I can tell you that I feel that there will be indi- 
viduals within what we currently call the established risk groups 
who would come forth to volunteer, even though they are not in- 
fected. We are well aware that they are interested in participating 
in research endeavors and that they see the possible benefit to 
themselves in that they may obtain some protection th: ough im- 
munization. 

Dr. Marti:.. I might add that know-ng that a potent J vaccine is 
made by recombinant DNA technology and understanding the dif- 
ference between immunizing with a recombinant vaccine versus a 
killed or inactivated virus will change the attitude that prevailed 
at the time of the initial polio vaccination. 

The public has to be educated as to what the risks are. The risks 
are not getting AIDS from the vaccine. Those risks do not exist 
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Sd^e^rtT*^"*"*^^®"^"' subunit vaccine. The riska are the 
The CB^naiAS. Just a broader question, Dr. Fauci, and the 
others. Do you see the <Wer in our society as this endemic plague 
bepM to manifest itself more dramatically in term: of our £Sy 
where the saentific community is in danger of being stampeded to 

S3« w^If Si^K?^ °^ ™ procSlures,TcUYiX 
uals who will be flying oversow to take advantage of 8up«)6ed vac- 
cines that are taking place in ther parte of the^orld 

1 was around when we had the Laetrile pressure at that time 
and It was just a httle wood fire compared to the kind of fire-bK 
ing that responsible rraearchers and thoughtful manufacturers 
and, I think, knowlalgeable people would havl with this 

Are you concerned about that situation developing? 
♦hSS; Kennedy, that that will happen. I 

think we ha,re passed the early phases of the AIDS epidemic when 
Jere was such a pamc to go to different countries to get dJ^^S 
7Z «°^'«f<'rtunate time m the sense that there was a perSton 
St gS hSrT^ something available abroad that an individual SSd 

f^f* things now are moving along extremely rapidly in 
^ elopment and testing, as - U as in the ar^ of 
vaome development. I do not really se^tha. ...ere wiU be a^cul 
^t'^^TA ' **r^^r and the PubUc Health 

^7^h 2?idtraKte.°'*'^ 

'^^'^ ''^P^<"y' but also the public is be- 
coming progressively more aware and educated as to the truth 

ffjt"J4'b?^?Xbir' '^^^ '^"•^ *° 

af^t^!f"*f^- "® ^ - Ma'^"^' what should we be doing 
I J aJ}^ government level to help the private sector to ti? 
Sd S^»^f°"l-^ these questions that wfu very dramaticallj 

whether we are prepared to get this distrib- 
«fjf n- *»°™«fc»al way, should we get tfce kind of progress that 
all of us are very hopeful about. k "6 «=» umi 

What should we be thinking about now? What should we be 

°^ cu'^e so that we ar: not just re- 

sense m terms of an orderly, rational response from the private 
theAL^ricS ^'^'^^ '° °^ °^ 

S""^**";' ^ ^'"P^ the scientific point of view, 

iSndSa ™?*!?^- 1= ^'.^^ support those federal 

agencies that are starting to develop repositories for virus isolates 
and patient sera, and, secondly, to promote the serotyping of these 
'k 'i"^** ^ ^'i^^ * *h^* would help not juVt priJLte ^ 
dSpmenr^'^ '° 

of the marketplace, when Dr. Baltimore and his col- 

& th^t ?nI«H?" A^t"^ hearing, one of the 

S^w, If ^ *he repreientative from another biotech- 

noloKjr company, was that rather tnan havir^g federal funds put 
into a program within private industry, a much more effective way 
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and, actually, more American way to deal with that is to provide 
us with a purchase order for a given number of doses for a FDA- 
approved vaccine; that is, guarantee us the marketplace and give 
us liability protection from non-negligent actions. 

The Chaibman. You know, when you mention that, I remember 
back ears ago an item that affected my own State. They had the 
scare about various sprays that were put on cranberries, and what 
the military did was they pre-bo ^ht their cranberries for Thanks- 
giving that they would need and they uaed it all up. It was a sound 
investment, but it Nasically saved an industiy. 

But what we are talking about here is doing this in a logical, 
thoughtful way on someth^ which we know we are going to face 
over a long period of time and giving some d^ree of predictablity 
to the private sector and some reliability, and an investment where 
marginal resources now will be enormous in terms of the consumer 
and in terms of the federal government over the period of the 
future. 

That is the kind of thinking that I would hope we would have. I 
am not sure that we have got it right now, but it is an important 
point and I am glad you made it. 

We have heard this morning about a world wide health problem 
of enormous scope and historic significance. It is the first epidemic 
to threaten both industrialized nations and developing countries. 

The global nature of this problem must further impress upon us 
the need to approach AIDS in a spirit of urgency and cooperation. 
We must all turn our attention to this problem in govenment, at 
the workplace, the private sector, the schools, churches, the family 
and there is no room for stigma and scap^oats. 

Let us come together with humanity, dignity and commitment. I 
am grateful to all of those who appear^ this morning and helped 
us here on this Committee to be able to guide our colleagues in the 
Senate. 

I take a certain sense of pnde in my own state of Massachusetts. 
We have begun funding for some home health care and for support 
services, which are outpatient treatment, residences for displaced 
AIDS victims, and a nf;t\'ork of help for AIDS persons. This seems 
to me to be the first state that has taken this as comprehensively 
as it has. 

We are interested in noting the work that has been done in Cali- 
fornia in a co-related area in terms of Liability. These are all con- 
structive stepTi to be taken and all of us can profit from knowing 
about them. 

I am grateful to our panels here this morning, and in think that 
you have gathered from the tenor of the discussion here that we 
are very supportive of the efforts that are being undertaken in the 
research area in the private sector, end we are hopeful that you 
will continue to feel that you can communicate with us in wayt 
that we can be more helpful to you in this area as we address this 
national and international challenge. 

We have a statement from Senator Stevens which we will put in 
the record. 

[The prepared statement of Senator Stevens follows:] 
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Mr. Chairman, 

I want to thank you for giving me the opportunity to 
present ay views on the issue of AIDS, the Acquired Immune 
Deficiency Syndrome. 

As you know, I've introduced a Dill, S, 63, to establish 
a National Coamission on AIDS. I believe my bill is 
essential if we are to effectively mobilize our resources 
against this deadly disease. 

Infections in the highly lethal HTLV-III virus have now 
reached epidemic proportions. Proje -ions for the next five 
years of the epidemic — 179,000 deaths and 270,000 cases 
have been widely publicized by the Surgeon General, Dr. 
Everett Koop. Other scientists predict even larger numbers 
of deaths and cases. By 1991, AIDS will add from between $8 
to $16 billion to our annual health care budget. No vaccine 
is cuk-rently available. And fundamental features of the 
virus and its pathology remain to be discovered. It is 
estimated that more than 1 in 10 Americans may be infected 
by this virus in the foreseeable future. 

A constantly increasing population of AIDS patients will 
severely bu'den our health care system and cripple our armed 
services. As Chairman of the Defense Appropriations 
Subcommittee, I worked closely with several prominent 
scientists involved in AIDS research ^nd sponsored a medical 
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te>ting and research program sponsored by the Department of 
Defense . 

The Armj, as lead agency for the Department of Defense's 
AIDS research, is coordinating its efforts with other 
Federal agencies, including the National Institutes of 
Health. DespUe these cooperative efforts, there is a .^ack 
of coordinated strategic planning with respect to how we 
should direct our nation's resources against AIDS — * fact 
recently confirmed in a report issued by one of your 
witnesses today, the National Academy of Sciences. 

The time is ripe for us to form a natior.al commission to 
help us plan and coordinate Federally sponsored AIi>s-related 
programs. The commission that i have propcsti would include 
representatives of all level of government, the academic 
comiPanity, public and nonprofit private organizations, and 
the general puolic. The commission would be charged with 
comprehensively examining the AIDS issue everything from 
health care to legai issues — and making recommendations to 
Congress and the President for legislative and 
administrative action. 

We need to make tough decisions, tempered with a large 
measure of compassion, in order to fight this disease. A 
national commission will point us in the right direction. 
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The Chairman. Our Committee stands in recess. 
[Whereupon, at 1:08 p.m., th. <3ommittee was adjourned.] 
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